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Presidential Documents

Title 3—

The President

Proclamation 8495 of April 9, 2010

Pan American Day and Pan American Week, 2010

By the President of the United States of America

A Proclamation

More than 200 years of history and significant current events have reinforced
the strong bonds of friendship and common purpose among the nations
and people of the Americas. The year 2010 marks the 80th anniversary
of the first Pan American Day Proclamation; the centennial anniversary
of the dedication of the Organization of American States’ headquarters,
the Pan American Union Building; and the bicentennials of four of our
fellow republics: Argentina, Colombia, Mexico, and Chile.

These milestones remind us of our shared histories of independence and
interdependence, and of our long and arduous journeys toward the just,
free, inclusive, and prosperous nations our founders envisioned. My Adminis-
tration is committed to building strong partnerships in the Americas. We
are focused on supporting social and economic opportunity, ensuring the
safety of our citizens, strengthening democratic institutions and account-
ability, and building a secure and clean energy future. This is the message
members of the Administration are carrying with them throughout the Amer-
icas, and the United States will focus on these principles as we partner
with friends and neighbors across the Americas.

Our combined response to this year’s devastating earthquakes in Haiti and
Chile demonstrates the enduring strength of Pan American solidarity. As
we mourn these tragic losses of life, hope prevails in our hemisphere’s
extraordinary assistance to the Haitian and Chilean peoples. The United
States will continue to support these reconstruction efforts.

As we commemorate this year’s special anniversaries and take note of our
combined rescue and relief efforts, let us reaffirm the vision President Frank-
lin Delano Roosevelt expressed at the 1936 Inter-American Conference for
the Maintenance of Peace: “We took from our ancestors a great dream.
We here offer it back as a great unified reality.” Once again, we stand
ready to usher in a new era of cooperation to advance the security, prosperity,
and liberty of all our peoples.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim April 14, 2010,
as Pan American Day and April 11 through 17 as Pan American Week.
I urge the Governors of the 50 States, the Governor of the Commonwealth
of Puerto Rico, and the officials of other areas under the flag of the United
States of America to honor these observances with appropriate ceremonies
and activities.



19182 Federal Register/Vol. 75, No. 71/ Wednesday, April 14, 2010/ Presidential Documents

IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of
April, in the year of our Lord two thousand ten, and of the Independence
of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-8672
Filed 4-13-10; 8:45 am)]
Billing code 3195-W0-P
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Presidential Documents

Proclamation 8496 of April 9, 2010

National Former Prisoner of War Recognition Day, 2010

By the President of the United States of America

A Proclamation

Our Nation’s former prisoners of war faced tremendous challenges and dan-
gers to protect us all. Many gave their last full measure of devotion to
defend our freedom, and we are forever in their debt. Each year, on National
Former Prisoner of War Recognition Day, the American people pay tribute
to these heroes.

Through multiple wars, thousands of American service members have faced
unimaginable cruelty and unspeakable treatment at the hands of foreign
captors. Many sacrificed their own well-being to protect their fellow pris-
oners, the war effort, and our country. The families suffered as well, unsure
of their loved ones’ fates, just as the captured warriors were unsure of
what the next day would bring. Not all of these courageous men and women,
who persevered bravely and sometimes alone, are prominently noted in
our history books. Yet, their stories are etched in our national conscience,
and their courage is enshrined in the tradition of honor and bravery that
is the mark of our Armed Forces.

America’s former prisoners of war gave their freedom so that we can enjoy
our own. We may never know the full extent of injuries received nor
burdens borne by these heroes and their families, but neither shall we
forget their selfless sacrifice and unshakeable resolve.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim April 9, 2010, as
National Former Prisoner of War Recognition Day. I call upon all Americans
to observe this day of remembrance by honoring our service members, vet-
erans, and all American prisoners of war. I also call upon Federal, State,
and local government officials and organizations to observe this day with
appropriate ceremonies and activities.
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IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of
April, in the year of our Lord two thousand ten, and of the Independence
of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-8673
Filed 4-13-10; 8:45 am)]
Billing code 3195-W0-P
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DEPARTMENT OF AGRICULTURE

Farm Service Agency
7 CFR Part 760
Commodity Credit Corporation

7 CFR Parts 1400, 1412, and 1421
RIN 0560-AH84

Direct and Counter-Cyclical Program
and Average Crop Revenue Election
Program, Disaster Assistance
Programs, Marketing Assistance
Loans and Loan Deficiency Payments
Program, Supplemental Revenue
Assistance Payments Program, and
Payment Limitation and Payment
Eligibility; Clarifying Amendments

AGENCY: Commodity Credit Corporation
and Farm Service Agency, USDA.
ACTION: Final rule.

SUMMARY: CCC is amending the
regulations for the Direct and Counter-
cyclical Payment Program (DCP) for the
2008 through 2012 crop years and
Average Crop Revenue Election (ACRE)
Program for the 2009 through 2012 crop
years. The amendments clarify various
provisions in the regulations and extend
benefits to additional producers. This
rule extends the eligibility for farms of
less than 10 base acres from farms
wholly owned by socially
disadvantaged or limited resource
producers to farms that are at least half
owned by such producers. It removes a
provision terminating base acres on
Federally-owned land, which will
effectively extend DCP and ACRE
Program eligibility to producers who
lease or purchase such land. Clarifying
amendments specify the extended 2009
crop year enrollment and election
period, simplify acreage and production
reporting requirements, correct contract
termination provisions, and add 2009
through 2012 loan rates. This rule also

makes several clarifying amendments to
the regulations for the Emergency
Assistance for Livestock, Honeybees,
and Farm-Raised Fish Program (ELAP)
and the Livestock Forage Disaster
Program (LFP), the Supplemental
Revenue Assistance Payments Program
(SURE) and the Marketing Assistance
Loans (MAL) and Loan Deficiency
Payments (LDP) Programs. It clarifies
eligibility requirements for foreign
persons for CCC and FSA programs.
DATES: Effective Date: April 13, 2010.
FOR FURTHER INFORMATION CONTACT:
Candace Thompson, Acting Director,
Production, Emergencies, and
Compliance Division, Farm Service
Agency (FSA), United States
Department of Agriculture (USDA), Stop
0517, 1400 Independence Ave, SW.,
Washington, DC 20250-0517; phone:
(202) 720-7641; e-mail:
Candy.Thompson@wdc.usda.gov.
Persons with disabilities who require
alternative means for communication
(braille, large print, audio tape, etc.)
should contact the USDA Target Center
at (202) 720-2600 (voice and TDD).
SUPPLEMENTARY INFORMATION:

Background

This rule provides clarifying
amendments to a number of regulations
that were published to implement
programs authorized by the Food,
Conservation, and Energy Act of 2008
(Pub. L. 110-246, the “2008 Farm Bill”).
The regulations that are amended with
this rule specify provisions for the DCP,
ACRE, ELAP, LFP, MAL, SURE, and
LDP Programs.

Sections 1101 through 1109 of the
2008 Farm Bill specify the requirements
for DCP and ACRE Program. CCC
published regulations to implement the
DCP and ACRE Program in the Federal
Register on December 29, 2008 (73 FR
79284-79306). This rule amends the
regulations for DCP for the 2008 through
2012 crop years and for the ACRE
Program for the 2009 through 2012 crop
years. CCC is amending the regulations
to provide additional clarity and to
increase flexibility in the regulatory
requirements where the 2008 Farm Bill
permits and where CCC has determined
it is in the best interests of the programs
and participants. The amendments
include extending the enrollment period
for the 2009 crop year, simplifying
acreage and production reporting
requirements, removing a provision

terminating base acres on Federally
owned land, and setting less restrictive
eligibility requirements for small farms
owned by socially disadvantaged or
limited resource producers. This rule
also makes minor technical
amendments and corrections, such as
including loan rates that are specified in
the 2008 Farm Bill, but were
inadvertently not included in the
regulations. The basic structure and
scope of DCP and the ACRE Program are
not changing with this rule.

Definitions; DCP and ACRE Program

This rule adds definitions to § 1412.3
that are needed to implement and
clarify the ACRE Program. These
definitions are already used in the forms
and contracts for the program, as well as
the instruction sheets and calculators on
FSA’s Web site. It is appropriate to put
these definitions in the regulations so
that producers have complete
information about how their benefit is
calculated. The definitions clarify how
prices, production, revenue, acreage and
expected yields will be determined for
the ACRE Program.

This rule defines how the State ACRE
guarantee is calculated for the purpose
of determining ACRE Program benefits:
It is 90 percent of the benchmark State
yield per acre times the ACRE guarantee
price. Although the term “ACRE
guarantee price” is included in the
contract appendix, prior to this
amendment, it did not appear in the
rule. Several other terms used in either
the appendix to the contract or in the
instructions for the ACRE calculator on
the FSA Web site were not previously
included in the rule. In order that the
regulations may be more
comprehensive, this rule adds the
following definitions that are used in
the forms, contracts, and online tools:
“Actual farm yield and benchmark farm
yield,” “ACRE price,” “ACRE plug
yield,” “average yield per planted acre,”
“actual farm production,” and “actual
farm revenue.”

In other cases, a definition is needed
to specify how a term used in other FSA
or CCC programs is used differently for
DCP and ACRE. For example, the
definition of “double cropping” in this
rule is slightly different from that used
for other FSA programs. The definition
in this rule clarifies what double crop
production will be recognized for ACRE
payment purposes. Other terms that
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may be used in other FSA or CCC
programs differently than for DCP and
ACRE, and are therefore added in this
rule, include “contract period,” “initial
crop,” “planted and considered
planted,” and “replacement crop.”

This rule removes a provision in
§1412.45 that terminates base acres on
Federally owned land and prohibits the
establishment of base acres on such
land. It was determined that the
termination of base acres on Federal
land created an unintended adverse
effect on farmers and ranchers who
lease Federal farmland. This rule
amends the regulations accordingly to
reflect that determination. Not allowing
base acres in these instances would for
example, negatively impact family farms
that were seized by the Army Corps of
Engineers through eminent domain and
then leased back to the family after
flood control structures were installed.
As required by the 2008 Farm Bill, it
remains the case that the government
agencies are not, however, eligible for
farm payments.

This rule also amends provisions in
§§1412.41 and 1412.72 concerning the
enrollment period for the ACRE
program. The changes reflect
determinations made previously for the
2009 crop year that allowed additional
time for the start-up of the program.

In addition, Section 1101 of the 2008
Farm Bill specifically prohibits DCP and
ACRE program payments to producers
on farms that have 10 or less total base
acres of covered commodities or
peanuts, beginning with the 2009 crop
year, except for farms owned by socially
disadvantaged or limited resource
farmers. The current regulations specify
in § 1412.51 that a producer on a farm
with 10 or less base acres will not be
eligible to receive DCP or ACRE
program payments unless the farm is
wholly owned by a socially
disadvantaged farmer or rancher or a
limited resource farmer or rancher. In
other FSA programs, a 50 percent
threshold has been used and FSA will
use that same threshold in § 1412.51.
The 2008 Farm Bill does not specify a
threshold and the new standard should
provide greater opportunities for
socially disadvantaged or limited
resource farmers to participate in DCP
and ACRE.

Section 1412.53 includes the 2008
loan rates for covered commodities and
peanuts and target prices for 2008
through 2012. That section is amended
in this rule to remove the loan rate for
extra long staple cotton, to incorporate
the loan rates for 2008 dry peas, lentils,
and large and small chick peas, and to
incorporate loan rates for covered
commodities and peanuts for the 2009

through 2012 crop years. These are
technical corrections; extra long staple
cotton is not a covered commodity, and
the loan rates for 2009 to 2012 are
specified in the 2008 Farm Bill but were
inadvertently not included in the
regulations in the December 29, 2008,
final rule.

Section 1106 of the 2008 Farm Bill
specifies that no penalty will be
assessed against a producer unless it is
determined that a producer knowingly
and willingly falsified an acreage or
production report. Accordingly,
§1412.61 is amended to add a
paragraph that specifies if a violation
was not a knowing and willing
falsification, payments may still be
made, based on determined acreage and
production.

As a condition of payment eligibility,
§1412.66 requires the operator of a farm
to accurately report acreage. Section
1412.66 also provides that farms
enrolled in the Planting Transferability
Pilot Project as specified in § 1412.48
and farms enrolled in the ACRE
Program must submit an accurate report
of production accompanied by
documentation acceptable to CCC.
Section 1412.66 is being amended to no
longer require such extensive
documentation in all cases, but only
where CCC in its discretion requires
such documentation of that kind.
Producers will be able to certify
production without accompanying
documentation, unless CCC determines
such documentation is necessary. This
will lessen the burden on producers and
only require additional documentation
in cases where there is a particular need
for documentation or where a spot
check is being made. Producers are
required by § 1412.67 to submit a notice
of loss for both prevented planting and
low yield losses, unless the loss has
already been reported for the
Noninsured Crop Disaster Assistance
Program (NAP). Section 1412.67 is being
amended to eliminate the notice of loss
requirement for low yield losses and to
require a notice of loss for prevented
planting only if a notice of such a loss
for NAP (also administered by FSA) has
not already been filed. The regulations
are also being amended to remove a
requirement that crop acreage that will
not be harvested must be left intact and
appraised. The removal of this
requirement will allow producers to
provide zero production reports without
an appraisal.

The amendments to §§1412.66 and
1412.67 will allow producers to certify
production for both harvested and
unharvested crop acreage without
having to submit documentation, unless
CCC, at its discretion, requests those

records. Prior to this change, acceptable
production records (verifiable or
reliable) were always required with the
certification. These amendments are
intended to lessen the burden on
producers and on CCC. CCC has
insufficient resources to appraise each
case of lost or zero production.
Reporting and verifying loss information
that has already been reported for crop
insurance or NAP does not contribute to
program effectiveness or efficiency.

Section 1412.77, “Transfer of Land
and Succession-in-Interest,” specifies
the requirements for transfers of land
and successions-in-interest to ACRE
Program contracts. This section is being
amended to clarify that producers who
obtain a share in a crop of covered
commodities or peanuts through a
transfer of land or a succession-in-
interest are not automatically eligible for
ACRE payment. To be eligible for the
ACRE Program, either as initial share
interests or as successors-in-interest,
producers must sign an ACRE Program
contract during the contract period. This
rule also amends § 1412.73, “Sharing of
ACRE Payments,” to clarify that each
producer on a farm must sign the ACRE
Program contract for the farm to receive
that producer’s share of any potential
payment. This rule does not change the
requirement that once a farm has been
enrolled in ACRE no one, even
independent successors, can participate
on that farm on a non-ACRE basis in
DCP. Under ACRE, however, a portion
of the direct DCP payments can be made
as specified in the 2008 Farm Bill and
in the regulations.

DCP and ACRE Program contracts are
annual contracts. However, §1412.78
specifies incorrectly that in the event
that a contract is terminated for a
violation, the terminated acreage
remains ineligible for DCP and ACRE
Program participation from the time of
termination through the 2012 crop year.
That is not correct. The period of
ineligibility for violations of DCP or
ACRE Program provisions cannot
exceed the contract period. Accordingly,
§1412.78 is being corrected to specify
that terminated acreage will be
ineligible for DCP and ACRE Program
participation from the time of
termination until the end of the annual
contract period in which the violation
occurred. Once more, however, once a
farm has a valid ACRE election the farm
cannot participate on a non-ACRE basis
in the DCP. Terminating an annual DCP
or ACRE contract, for any reason, does
not impact the ACRE election under
§1412.72.
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Disaster Assistance, Market Assistance
Loans, and Loan Deficiency Payments
Programs Clarifying Amendments

Sections 12033 and 15101 of the 2008
Farm Bill specify the requirements for
LFP and ELAP. The final rules for LFP
and ELAP as authorized by the 2008
Farm Bill were published in the Federal
Register on September 11, 2009 (74 FR
46666—46683).

This rule also amends the regulations
in 7 CFR part 760, subpart D, for LFP
to clarify that eligible covered livestock
are livestock that would normally be
grazing in that county during the
grazing period, rather than grazing on
the exact day a drought began.

This rule makes clarifying
amendments to the ELAP regulations in
7 CFR part 760, subpart C, to specify
that producers are eligible for payments
based on fair market value of lost fish
or honeybees. These amendments are
needed to clarify that producers who
decide not to replace fish or honeybees
are eligible for payment based on the
fair market value of those losses, and do
not need to provide documentation as to
actual replacement cost. This change is
consistent with other types of livestock
loss payments as specified in other
regulations in part 760, which provide
payment based on fair market value,
rather than documented actual
replacement cost, and provide payment
regardless of whether or not the lost
livestock is replaced.

This rule also amends the ELAP
regulations specifying acceptable
documentation for the loss of honeybee
colonies due to colony collapse disorder
(CCD). The amendment allows
documentation by an independent third
party determined acceptable by FSA, or,
for losses in 2008 and 2009, self-
certification by the producer. The
previous requirement for certification by
a registered entomologist, Cooperative
Extension Specialist, or Land Grant
University is removed, because the
exact cause of CCD cannot be identified
and such experts may be unwilling or
unable to certify when honeybee colony
losses were specifically due to CCD.
Also, changes in the regulations reflect
that a payment may be made even if the
lost bees are not replaced.

This rule also makes technical
corrections to the regulations in 7 CFR
part 1421 for Marketing Assistance
Loans and Loan Deficiency Payments to
correct language in several provisions to
be consistent throughout the
regulations. The MAL and LDP final
rule as authorized by the 2008 Farm Bill
were published in the Federal Register
on April 7, 2009 (74 FR 15644—-15657).
This rule removes a reference to

“individual” and replaces it with a
reference to “person,” to be consistent
with the rest of the part. Flaxseed was
referenced in two different paragraphs
about determination of eligible
commodity; the incorrect reference in
§1421.5 is removed with this rule.
Other minor technical corrections
include correcting typos and correcting
a reference to authorized warehouses.
Another technical change is an
amendment to language in
§1421.104(a)(1) to remove language
about mandatory lien searches. Such
searches are for the purpose of
protecting CCC’s interests only and need
not be addressed in the regulations at
all. Further, in the case of marketing
loans for commodities stored in a
commercial warehouse, CCC’s interest is
usually protected by possession of the
warehouse receipt. As amended the rule
specifies simply that CCC may conduct
lien searches and perfect a lien under
State Law as it deems warranted to
protect its own interests.

This rule also makes clarifying
amendments and technical corrections
to SURE. The final rule for SURE as
authorized by the 2008 Farm Bill was
published in the Federal Register on
December 28, 2009 (74 FR 68480—
68498) and implemented SURE in 7
CFR part 760, subpart G. Originally the
implementation plans for SURE was to
have a fully automated system; now the
system will be manual. As a result, we
have reconsidered the information
available and how best to administer
SURE. One of the key issues was
weighting the counter-cyclical yield for
comparison to the weighted adjusted
APH yield and weighted adjusted NAP
approved yield as applicable.

In § 760.638(c), we specify that the
“counter-cyclical yield for a crop on a
farm will be weighted based on total
planted and prevented planted acres in
the county for the current crop year.” In
a fully automated system, we could
have set it to automatically pull the
information required for the calculation.
However, in a manual system, it would
be unnecessarily burdensome
administratively. Therefore, to ease the
administrative burden, we are revising
the regulation to not specify how the
counter-cyclical yield will be weighted
and in the short run this may simply be
based on the DCP base acres on the
farms involved in the SURE farm. Under
SURE, all of the producer’s normal
(from an FSA administrative standpoint)
“farms” (each of which may have a
separate schedule of yields) are treated
as one SURE “farm”—therefore requiring
weighting. The 2008 Farm Bill does not
specify precisely how these calculations
will be made. The rule change improves

FSA’s ability to make timely payments
to farmers in SURE, which is designed
to counterbalance current market trends.

In the SURE final rule, a flowchart
was published in the preamble showing
the SURE calculations. We realize that
in the rule portion we inadvertently left
out a factor in the calculation.
Therefore, we are correcting
§760.638(d)(2) to specify that in the
case of crops that were waived in for
NAP or RMA coverage the weighted
counter-cyclical yield will be calculated
as 65 percent of county expected yield
or counter-cyclical yield.

Eligibility of Foreign Persons Clarifying
Amendment

This rule clarifies provisions that
limit the eligibility of foreign persons
for FSA and CCC program payments in
7 CFR part 1400. The regulations
governing the eligibility of foreign
persons for payments are being
amended to conform with the specific
statutory provisions providing for that
limitation, as amended by the 2008
Farm Bill.

Notice and Comment

These regulations are exempt from the
notice and comment requirements of the
Administrative Procedure Act (5 U.S.C.
553), as specified in section 1601(c) of
the 2008 Farm Bill, which requires that
the regulations be promulgated and
administered without regard to the
notice and comment provisions of
section 553 of title 5 of the United States
Code or the Statement of Policy of the
Secretary of Agriculture effective July
24,1971, (36 FR 13804) relating to
notices of proposed rulemaking and
public participation in rulemaking.

Executive Order 12866

The Office of Management and Budget
(OMB) has designated this rule as not
significant under Executive Order 12866
and, therefore, OMB has not reviewed
this final rule.

Regulatory Flexibility Act

This rule is not subject to the
Regulatory Flexibility Act since CCC
and FSA are not required to publish a
notice of proposed rulemaking for this
rule.

Environmental Review

The environmental impacts of this
rule have been considered in a manner
consistent with the provisions of the
National Environmental Policy Act
(NEPA, 42 U.S.C. 4321-4347), the
regulations of the Council on
Environmental Quality (40 CFR parts
1500-1508), and FSA regulations for
compliance with NEPA (7 CFR part
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799). FSA has determined that
participation in acreage set-aside,
acreage allotment, and other similar
programs to those in 7 CFR 1412 will
not significantly affect the quality of the
human environment (7 CFR part
799.9(d)). Therefore no environmental
assessment or environmental impact
statement will be prepared.

Executive Order 12372

This program is not subject to
Executive Order 12372, which requires
consultation with State and local
officials. See the notice related to 7 CFR
part 3015, subpart V, published in the
Federal Register on June 24, 1983 (48
FR 29115).

Executive Order 12988

This rule has been reviewed under
Executive Order 12988. This rule
relaxes some previous requirements and
contains no provisions that are
retroactively more restrictive. It does not
preempt State or local laws, regulations,
or policies unless they present an
irreconcilable conflict with this rule.
Before any judicial action may be
brought regarding the provisions of this
rule the administrative appeal
provisions of 7 CFR parts 11 and 780
must be exhausted.

Executive Order 13132

The policies contained in this rule do
not have any substantial direct effect on
States, on the relationship between the
Federal Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Nor does this rule
impose substantial direct compliance
costs on State and local governments.
Therefore, consultation with the States
is not required.

Executive Order 13175

The policies contained in this rule do
not impose substantial unreimbursed
direct compliance costs on Indian Tribal
governments or have Tribal implications
that preempt Tribal law.

Unfunded Mandates

This rule contains no Federal
mandates under the regulatory
provisions of Title II of the Unfunded
Mandates Reform Act of 1995 (UMRA)
for State, local, and Tribal government
or the private sector. In addition, CCC
was not required to publish a notice of
proposed rulemaking for this rule.
Therefore, this rule is not subject to the
requirements of sections 202 and 205 of
UMRA.

Federal Assistance Programs

The title and number of the Federal
assistance program, as found in the
Catalog of Federal Domestic Assistance,
to which this final rule applies are:
Direct and Counter-Cyclical Program,
10.055. ELAP, LFP, and SURE, 10.090.
Commodity Loans and Loan Deficiency
Payments, 10.051.

Paperwork Reduction Act

The regulations in this rule are
exempt from the requirements of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35), as specified in section
1601(c)(2) of the 2008 Farm Bill, which
provides that these regulations be
promulgated and administered without
regard to the Paperwork Reduction Act.

E-Government Act Compliance

CCC is committed to complying with
the E-Government Act, to promote the
use of the Internet and other
information technologies to provide
increased opportunities for citizen
access to Government information and
services, and for other purposes.

List of Subjects

7 CFR Part 760

Dairy products, Indemnity payments,
Pesticide and pests, Reporting and
recordkeeping requirements.

7 CFR Part 1400

Agriculture, Loan programs—
agriculture, Conservation, Price support
programs.

7 CFR Part 1412

Cotton, Feed grains, Oilseeds,
Peanuts, Price support programs,
Reporting and recordkeeping
requirements, Rice, Soil conservation,
Wheat.

7 CFR Part 1421

Barley, Feed grains, Grains, Loan
programs—agriculture, Oats, Oilseeds,
Peanuts, Price support programs,
Reporting and recordkeeping
requirements, Soybeans, Surety bonds,
Warehouses, Wheat.

m For the reasons discussed above, this
rule amends 7 CFR parts 760, 1400,
1412, and 1421 as follows:

PART 760—INDEMNITY PAYMENT
PROGRAMS

m 1. The authority citation for part 760
continues to read as follows:

Authority: 7 U.S.C. 4501, 7 U.S.C. 1531, 16
U.S.C. 3801, note, and 19 U.S.C. 2497; Title
III, Pub. L. 109-234, 120 Stat. 474; Title IX,
Pub. L. 110-28, 121 Stat. 211, and Sec. 748,
Pub. L. 111-80, 123 Stat. 2131.

m 2. Amend § 760.203 as follows:

m a. In paragraph (h), third sentence,
add the word “acceptable” before the
word “documentation” and

m b. In paragraph (h), remove the last
sentence and add two sentences in its
place to read as set forth below.

§760.203 Eligible losses, adverse weather,
and other loss conditions.
* * * * *

(h)* * * Except for 2008 and 2009
honeybee losses, acceptable
documentation must include an
acceptable colony collapse disorder
certification by an independent third
party as determined by the Deputy
Administrator, plus any other
documentation requested by FSA. For
2008 and 2009 honeybee losses such an
independent certification is not required
in all cases, but rather a self-certification
by the honeybee producer as
determined acceptable by the Deputy
Administrator may be allowed in
addition to whatever other
documentation might be requested.

* * * * *
m 3. Revise § 760.206, paragraph (d), to
read as follows:

§760.206 Notice of loss and application
process.
* * * * *

(d) For the loss of honeybee colonies
due to colony collapse disorder, the
participant must also provide acceptable
documentation or certification that the
loss of the honeybee colony was due to
colony collapse disorder. Except for
2008 and 2009 honeybee colony losses,
acceptable documentation must include
an independent third party certification
determined acceptable by the Deputy
Administrator, plus such additional
information and documentation as may
be requested. For 2008 and 2009
honeybee colony losses a self-
certification may be accepted by FSA
together with any additional
information demanded by FSA as
determined appropriate by the Deputy

Administrator.
* * * * *

m 4. Revise § 760.210, paragraphs (b)
and (c), to read as follows:

§760.210 Honeybee payment calculations.
* * * * *

(b) An eligible honeybee producer
may receive payments for honeybee
colony losses due to an eligible adverse
weather or eligible loss condition, as
provided in § 760.203(h), based on 60
percent of the average fair market value
for the number of honeybee colonies
that were damaged or destroyed due to
an eligible adverse weather or eligible
loss condition, as computed using
nationwide prices unless some other
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price data is approved for use by the
Deputy Administrator, for losses in
excess of normal honeybee mortality, as
determined by the Deputy
Administrator.

(c) An eligible honeybee producer
may receive payments for honeybee
hive losses due to an eligible adverse
weather or eligible loss condition, as
provided in § 760.203(h), based on 60
percent of the average fair market value
for the number of honeybee hives that
were damaged or destroyed due to an
eligible adverse weather or eligible loss
condition, as computed using
nationwide prices unless some other
price data is approved for use by the
Deputy Administrator.

* * * * *

m 5. Revise § 760.211, paragraph (b), to
read as follows:

§760.211 Farm-raised fish payment
calculations.
* * * * *

(b) An eligible producer of farm-raised
game or sport fish may receive
payments for death losses of farm-raised
fish due to an eligible adverse weather
or eligible loss condition, as provided in
§760.203(i), based on 60 percent of the
average fair market value of the game
fish or sport fish that died as a direct
result of an eligible adverse weather or
eligible loss condition, as computed
using nationwide prices unless some
other price data is approved for use by
the Deputy Administrator.

* * * * *

§760.304 [Amended]

m 6. Amend § 760.304 as follows:

m a. In paragraph (a)(2), remove the
words “on the beginning date” and add,
in their place, the words “in the county”.
m b. In paragraph (a)(2)(i), remove the
words “Of the qualifying drought
during” and add, in their place, the
word “During”.

m 7. Revise § 760.638, paragraphs (c)

and (d)(2), to read as follows:

§760.638 Determination of SURE yield.

* * * * *

(c) The counter-cyclical yield for a
crop on a SURE farm will be weighted
in such manner as FSA deems fit taking
into account a desire for a consistent
system and FSA’s ability to make timely
yield determinations.

(d)* * *

(2) The SURE yield will be the higher
of the yield calculated using the method
in paragraph (d)(1) of this section or 65
percent of the weighted counter-cyclical
yield as determined in paragraph (c) of

this section.
* * * * *

PART 1400—PAYMENT LIMITATION
AND PAYMENT ELIGIBILITY FOR 2009
AND SUBSEQUENT CROP, PROGRAM,
OR FISCAL YEARS

m 8. The authority citation for part 1400
continues to read as follows:

Authority: 7 U.S.C. 1308, 1308-1, 1308-2,
1308-3, 1308-3a, 1308—4, and 1308-5.
m 9. Amend § 1400.401 by revising
paragraph (a) to read as follows:

§1400.401 Eligibility

(a) Subject to the conditions set out in
paragraphs (b) and (c) of this section,
any person who is not a citizen of the
United States or an alien lawfully
admitted into the United States for
permanent residence under the
Immigration and Nationality Act (8
U.S.C. 1101-1778) will be ineligible to
receive any type of loans or payments
made available under Title I of the
Food, Conservation, and Energy Act of
2008, the Agricultural Market Transition
Act, the Commodity Credit Corporation
Charter Act (15 U.S.C. 714—-7140), or
subtitle D of Title XII of the Food
Security Act of 1985 (16 U.S.C. 3831—
3836), or under any contract entered
into under Title XII of that Act (16
U.S.C. 3801-3845), with respect to any
commodity produced, or land set aside
from production, on a farm that is
owned or operated by such person,
unless such person is an individual who
is providing land, capital, and a
substantial amount of personal labor in
the production of crops on such farm.
Likewise, and subject to the same
conditions, such persons may be
ineligible for payments under any other
program which by its own regulations
specifically provides for such an
ineligibility and adopts these
regulations.

* * * * *

PART 1412—DIRECT AND COUNTER-
CYCLICAL PROGRAM AND AVERAGE
CROP REVENUE ELECTION
PROGRAM FOR THE 2008 AND
SUBSEQUENT CROP YEARS

m 10. The authority citation for part
1412 continues to read as follows:

Authority: 7 U.S.C. 7911-7918, 7951-7956,
8711-8719, 8751-8756, and 8781; and 15
U.S.C. 714b and 714c.

m 11. Amend § 1412.3 by adding
definitions, in alphabetical order, for
“ACRE guarantee price,” “ACRE plug
yield,” “ACRE price,” Actual farm
production,” “Actual farm revenue,”
“Actual farm yield,” “Actual State
yield,” “Actual State revenue,” “Actual
yield per planted acre,” “Benchmark
farm yield,” “Benchmark State yield,”

“Contract period,” “Double-cropping,”
“Farm ACRE guarantee,” “Initial crop,”
“Limited resource farmer,” “Medium
grain rice,” “Minimum and maximum
guarantee,” “National loan rate,” “Per
acre producer-paid crop insurance
premium,” “Planted acres for a State,”
“Planted and considered planted
(P&CP),” “Replacement crop,” “Reseeded
or replanted crop,” “Socially
disadvantaged farmer or rancher,” and
“State ACRE guarantee,” to read as
follows:

§1412.3 Definitions.

* * * * *

ACRE guarantee price means the
simple average, as determined by CCC,
of the national average market prices of
the covered commodity or peanuts for
the most recent two crop years
preceding the relevant current crop
year. For example, for the 2009 program
the relevant crop year is the 2009 crop
year. Therefore, for the 2009 program,
the ACRE guarantee price for the
covered commodity or peanuts is equal
to the simple average of the national
average market prices of the covered
commodity or peanuts for the 2007 and
2008 crops.

ACRE plug yield means the resulting
yield determined by taking the
applicable NASS county average yield
for the covered commodity or peanuts,
by practice if applicable, and
multiplying it by 95 percent. The ACRE
plug yield may be used by a farm in
establishing an initial benchmark farm
yield or reporting actual production in
accordance with instructions issued by
the Deputy Administrator. The ACRE
plug yield is also used on a farm for a
covered commodity or peanuts in a year
where there are no acres of the covered
commodity or peanuts planted. The
ACRE plug yield may be found on the
FSA Web site at: http://
www.fsa.usda.gov/dcp/ by clicking
“ACRE County Yields.” ACRE plug
yields are used in benchmark farm
yields. If the National Agricultural
Statistical Service (NASS) data is not
available for a particular practice of a
covered commodity or peanuts from
which an ACRE plug yield can be
established, the Deputy Administrator
may establish an ACRE plug yield for
the practice of the covered commodity
or peanuts based a computation of
multiplying 95 percent times the yield
determined based on production data
available from FSA farm records in the
county, or in the event sufficient records
do not exist, another data source
determined appropriate by the Deputy
Administrator.
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ACRE price means the higher of the
following, as determined by CCC, for the
covered commodity or peanuts:

(1) The national average price
received by producers during the 12-
month marketing year (as defined in this
part) for the relevant current crop of the
covered commodity or peanuts (the
relevant current crop for a program year
is the corresponding crop for
commodity for that year—for example,
the current crop for the 2009 program is
the 2009 crop), or

(2) 70 percent of the marketing
assistance loan rate for the relevant
current crop of the commodity under 7
U.S.C. 8731-8757.

Actual farm production means all of
a farm’s harvested and appraised
production, including grazed acres, of a
covered commodity or peanuts.
Appraisals must be performed by
appraisers acceptable to FSA.
Appraisals performed according to the
Non-Insured Crop Disaster Assistance
Program (NAP) or crop insurance
guidelines are generally deemed
acceptable to FSA for DCP and ACRE
Program purposes.

Actual farm revenue means the per
acre amount computed by multiplying
the actual farm yield, which is a per
acre amount, of a covered commodity or
peanuts times the ACRE price for the
relevant current crop year. The relevant
current crop year for these and other
purposes is the crop year that
corresponds to the calendar year in
which the relevant program year ends.
Therefore, for the 2009 contract or 2009
program, the relevant crop year would
be the 2009 crop (that is, the crop
considered to be the crop for the 2009
crop year).

Actual farm yield means for the
relevant current crop year, the per acre
amount determined by dividing the
actual farm production of a covered
commodity or peanuts by the farm’s
total planted and considered planted
acres of the covered commodity or
peanuts.

Actual State yield means the State’s
per acre amount for the relevant current
crop year for a commodity determined
by dividing the actual production in the
State of the covered commodity or
peanuts by the total planted acres of the
covered commodity or peanuts in the
State.

Actual State revenue means the per
acre amount for a covered commodity or
peanuts determined for the relevant
current crop year by multiplying the
actual State yield by the covered
commodity or peanuts times the ACRE
price.

Average yield per planted acre means
the actual farm production of a covered

commodity or peanuts for a year
divided by the farm’s planted acres.

* * * * *

Benchmark farm yield means, except
as otherwise provided, a per acre yield
for a covered commodity or peanuts
computed using the Olympic average of
the average yield per planted acre for
the farm for the commodity for the 5
most recent crop years. The term
“Olympic average” means that the
highest and lowest per acre yields for
the 5 years will be eliminated and the
remaining annual entries will be
averaged. CCC may make such
adjustments as it deems necessary to
create a fair yield for the farm so as to
ensure the integrity of the ACRE
Program. For purposes of determining a
benchmark farm yield, yields on planted
acres only will be considered except to
the extent that the farm does not have
a sufficient history to make a fair yield
determination in which case a yield
may be assigned by CCC.

Benchmark State yield means for a
covered commodity or peanuts a per
acre yield computed using the Olympic
average of the average yield per planted
acre for the State for the commodity for
the 5 most recent crop years. To the
extent practicable, it will be calculated
using data from NASS. The benchmark
State yield is used in determining the
State ACRE guarantee. CCC may make
such adjustments in these yields as it
deems necessary to provide for a fair
yield and to ensure the integrity of the
program.

* * * * *

Contract period means the
compliance period set out for the
contract for the particular program year.
The program year is designated in item
1 of the contract. Contracts for different
program years will be referenced by
their program year. Thus, for example,
a reference to the “2009 contract” means
the contract for the 2009 program year
and the relevant current crop for a
program year is the corresponding crop
for that commodity. Therefore, the
relevant current crop for the 2009
program is, with respect to a particular
commodity, the 2009 crop. References
to the “contract” period refer to the
compliance period for the particular
program year. The compliance periods
for the various program years are as
follows:

(1) For the 2009 contract (and
therefore for the 2009 program), the
period that begins on October 1, 2008
and ends on September 30, 2009;

(2) For the 2010 contract, the period
that begins on October 1, 2009 and ends
on September 30, 2010;

(3) For the 2011 contract, the period
that begins on October 1, 2010 and ends
on September 30, 2011;

(4) For the 2012 contract, the period
that begins on October 1, 2011 and ends
on September 30, 2012.

* * * * *

Double-cropping means for covered
commodities and peanuts,
notwithstanding the meaning in
§ 1412.47(e) for fruits and vegetables,
the planting of a covered commodity or
peanuts for harvest in a crop year, in
cycle with another covered commodity
or peanuts on the same acres for harvest
in the same crop year in counties that
have been determined to be areas where
there is determined to be substantial,
successful and long-term double
cropping of the crop and where the
producer has followed customary
production techniques and planting
deadlines as determined by CCC (that is,
using techniques and deadlines used by
the majority of farmers in the region to
double crop the particular crops
involved). In a county determined
capable of supporting such double-
cropping the covered commodities or
peanuts, as determined by CCC, both an
initial crop and a subsequent crop will
be considered planted or prevented
planted acres for the purpose of Subpart
G of this part. Notwithstanding any of
the provisions of § 718.103, in those
instances where the subsequently
planted or approved prevented planted
covered commodity or peanuts cannot
be recognized as double-cropped
acreage under this definition, the
subsequently planted covered
commodity or peanuts will not be
considered planted or prevented

planted for any purpose.
* * * * *

Farm ACRE guarantee means, for a
crop year of a covered commodity or
peanuts, the per acre producer-paid
crop insurance premium (if any) added
to the result of multiplying the
benchmark farm yield, which is a per
acre amount, times the ACRE guarantee
price. The farm ACRE guarantee is used
in determining whether a farm is
eligible for ACRE payments for a

covered commodity or peanuts.
* * * * *

Initial crop means acreage of a
covered commodity or peanuts planted
or approved as prevented planted for
harvest as peanuts, grain, or lint. The
initial crop includes reseeded or
replanted crop acreage.

Limited resource farmer means, as
determined in accordance with
§1412.51, a farmer or rancher who
meets both of the following criteria:
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(1) The person did not have, counting
both direct and indirect interests, total
gross farm sales for all farms in which
that person has an interest of not more
than the triggering level in both of the
two calendar years that precede the
calendar year in which the contract year
begins. The triggering level is an
indexed number that was originally set
at $100,000. Beginning in October 2004,
that number has been adjusted for
inflation using the Prices Paid by the
Farmer Index compiled by NASS. The
triggering level for the DCP or ACRE
contract will be the indexed number
(see http://www.Irftool.sc.egov.usda.gov/
tool.asp) as adjusted for the fiscal year
that begins on the first day of the
contract period.

(2) The person’s total household
income is at or below the national
poverty level for a family of 4 or less
than 50 percent of county median
household income in each of the two
most recent calendar years ending
before the end of the program year, as
CCC determines using U.S. Commerce
Department Data.

* * * * *

Medium grain rice means medium
and short grain rice.

Minimum and maximum guarantee
means, with respect to the State ACRE
guarantee for each of the 2010 through
2012 crop years, the adjusted amounts
that assure that the State ACRE
guarantee for a program year for a
covered commodity or peanuts will not
decrease or increase more than 10
percent from the announced State ACRE
guarantee for the preceding program
year.

National loan rate means the loan rate
established as specified in § 1421.9 of
this chapter.

* * * * *

Per acre producer-paid crop
insurance premium means the
insurance premiums paid by all
producers of a farm for insurance on a
covered commodity or peanuts,
provided that at least some of the
insured crop acreage is subject to a DCP
contract and ACRE contract, divided by
the total acres of the covered commodity
or peanuts covered by the insurance;
regardless of whether or not all of the
acres insured are included on the farm’s
reported acreage for other programs, or
are subject to a DCP contract and ACRE
contract. Fees for catastrophic risk
protection plan of insurance coverage or
noninsured crop disaster assistance
program coverage are not per acre
producer-paid crop insurance
premiums. Example: Producers A, B,
and C have an interest in barley on a
farm and the farm is enrolled in ACRE.

Producers A and B paid crop insurance
premiums totaling $800 on 100 insured
barley acres. Regardless of how many
acres of barley are planted, the per acre
producer-paid crop insurance premium
for barley is equal to $8.

Planted acres for a State means for:

(1) Corn, sorghum, barley, oats, and
wheat, the sum of harvested acres in a
State, as reported by NASS and the sum
of failed acres in a State, as reported by
producers to FSA.

(2) All other crops, the sum of planted
acres in a State, as reported by NASS.

(3) Crops where NASS data is not
available, the planted acres as
determined by CCC using other sources.

Planted and considered planted
(P&CP) means, with respect to an
acreage amount, the sum of the planted
and prevented planted acres approved
by the FSA county committee on the
farm for a crop. For the purposes of this
part, P&CP is limited to initially planted
or prevented planted crop acreage,
except for crops planted in an approved
double-cropping sequence. Replacement
crop acreage is not included as P&CP.

Replacement crop means the planting
or approved prevented planting of any
crop for harvest following the failed
planting or prevented planted acreage of
a covered commodity or peanuts not in
a recognized double-cropping sequence
(as specified in this section).
Replacement crops that are covered
commodities or peanuts are not eligible
for planted and considered planted
credit under this part and cannot
generate payments under this part.

Reseeded or replanted crop means the
second planting of a covered commodity
or peanut crop on the same acreage after
the first planting of that same crop has
failed.

Socially disadvantaged farmer or
rancher means a farmer or rancher who
is a member of a socially disadvantaged
group whose members have been
subjected to racial or ethnic prejudice
because of their identity as members of
a group without regard to their
individual qualities. Gender is not
included as a covered group. Socially
disadvantaged groups include the
following and no others unless
approved in writing by the Deputy
Administrator:

(1) American Indians or Alaskan
Natives,

(2) Asians or Asian-Americans,

(3) Blacks or African-Americans,

(4) Hispanics or Hispanic-Americans,
and

(5) Native Hawaiians or other Pacific
Islanders.

State ACRE guarantee means the per
acre amount for the crop which is 90

percent of the benchmark State yield
times the ACRE guarantee price, subject
to the minimum and maximum
guarantee specified in these regulations.
* * * * *

m 12. Amend § 1412.41 as follows:

m a. Revise paragraph (a)(1) and (a)(2)(i)
to read as set forth below,

m b. Amend paragraph (a)(3) by
removing the words “on or before June
1” and adding, in their place, the words
“by the date specified in paragraph
(a)(2)(i) of this section”, and

m c. Amend paragraph (b), in the first
sentence, by removing the words “on or
before June 1 of the year of the contract”
and adding, in their place, the words
“by the enrollment date specified in
paragraph (a)(2)(i) of this section”.

§1412.41 Direct and counter-cyclical
program contract or ACRE program
contract.

(a) * *x %

(1) With respect to fiscal year 2008
payments, CCC will, through the date
announced by CCC, entertain offers for
DCP contracts by eligible producers of
covered commodities and peanuts. With
respect to fiscal year 2009 payments,
CCC will entertain offers by eligible
producers for an annual DCP or ACRE
program contract through August 14,
2009. With respect to fiscal years 2010
through 2012 payments, CCC will
annually allow offers for a DCP or ACRE
program contract by eligible producers
on a farm having base acres with respect
to a covered commodity or peanuts,
through June 1 of each such fiscal year.

(2)(i) Eligible producers must execute
and submit a DCP or ACRE program
contract and furnish supportive and
necessary contractual documents to the
county FSA office where the records for
the program farm are administratively
maintained not later than August 14,
2009, for 2009 fiscal year contracts and
not later than June 1 of the applicable
year for 2010 through 2012 fiscal year
contracts.

§1412.45 [Amended]

m 13. Amend § 1412.45 by removing
paragraph (d).

§1412.51 [Amended]

m 14. Amend § 1412.51 as follows:

m a. In paragraph (c), in the second
sentence, remove the words “wholly-
owned” and add, in their place, the
words “at least 50 percent owned” and
m b. In paragraph (c), in the third
sentence, remove the words “each
individual or entity with an interest in
the entity must be a socially
disadvantaged or limited resource
farmer or rancher ” and add, in their
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place, the words “at least 50 percent of
the ownership interest in the entity
must be socially disadvantaged or
limited resource farmers or ranchers”.

m 15. Amend § 1412.53 as follows:

m a. In paragraph (b)(1)(ii), remove the
words “2008 crop year” and add, in their
place, the words “2008 and 2009 crop
years,”

m b. Remove paragraph (b)(1)(ii)(G) and
redesignate paragraphs (b)(1)(ii)(H)
through (b)(1)(ii)(K) as paragraphs
(b)(1)(ii)(G) through (b)(1)(ii)()),

m c. Redesignate paragraph (b)(1)(ii)(L)
as paragraph (b)(1)(ii)(O),

m d. Add paragraphs (b)(1)(ii)(K)
through (b)(1)(i1)(N) to read as set forth
below,

m e. Add paragraph (b)(1)(iii) to read as
set forth below,

§1412.53 Counter-cyclical payment

provisions.

(b) * % %

(1) * *x %

(11) * * %

(K) Dry Peas—$5.40/cwt. (2009 crop
only).

(L) Lentils—$11.28/cwt. (2009 crop

only).

(M) Small Chickpeas—$7.43/cwt.
(2009 crop only).

(N) Large Chickpeas—$11.28/cwt.
(2009 crop only).

* * * *

(iii) For the 2010 through 2012 crop
years the following rates:

(A) Wheat—$2.94/bu.
(B) Corn—$1.95/bu.
(C) Grain sorghum—3$1.95/bu.
(D) Barley—$1.95/bu.
(E) Oats—$1.39/bu.
(F) Upland cotton—$0.52/1b.
(G) Long grain rice—$6.50/cwt.
(H) Medium grain rice—$6.50/cwt.
(I) Soybeans—$5.00/bu.
(J) Other oilseeds—$10.09/cwt.
(K) Dry Peas—$5.40/cwt.
(L) Lentils—$11.28/cwt.
(M) Small Chickpeas—$7.43/cwt.
(N) Large Chickpeas—$11.28/cwt.
(O) Peanuts—$355.00/ton.

* * * * *

m 16. Amend § 1412.61 as follows:

m a. In paragraph (a), in the first
sentence, remove the words “paragraph
(b)” and add, in their place, the words
“paragraphs (b) and (c)” and

m b. Add paragraph (c) to read as set
forth below.

§1412.61 Contract violations.
* * * * *

(c) If there is a violation of § 1412.66
due to an inaccurate report of either
acreage or production and CCC
determines that the violation was not a

knowing and willing falsification or
misrepresentation by producers on the
contract under paragraph (a) of this
section, payments may be made to the
producers specified on the contract
based on determined acreage and
production.

§1412.66 [Amended]

m 17. Amend § 1412.66 as follows:

m a. In paragraph (b), first sentence,
remove the word “Producers” at the
beginning of the sentence and add, in its
place, the words “As a condition of
eligibility for payments under this part,
producers”

m b. In paragraph (b), second sentence,
remove the word “The” at the beginning
of the sentence and add, in its place, the
words “At the discretion of CCC, the”.

m 18. Amend § 1412.67 as follows:

m a. Revise paragraphs (a) and (b) to read
as set forth below,

m b. In paragraph (c)(2), remove the
words “damage or loss” and add, in their
place, the words “prevented planting,”
and

m c. Remove paragraph (d).

§1412.67 Notices of loss.

(a) If a notice of loss for prevented
planting under a policy or plan of
insurance or pursuant to part 1437 of
this chapter has not already been filed,
at least one producer having a share of
a crop intended to be planted pursuant
to § 1412.48 or a having a share of a crop
of a covered commodity or peanuts on
a farm enrolled in the ACRE program
must provide a notice of loss for
prevented planting to CCC in the
administrative FSA office for the farm,
within 15 calendar days after the final
planting date.

(b) For a prevented planting notice
filed in accordance with this section,
the notice of loss must include:

(1) Total acreage intended to be
planted to the crop in the administrative
county;

(2) Total acreage planted by the
producer to the crop in the
administrative county;

(3) Whether a purchase, delivery, or
arrangement for purchase or delivery
was made for seed, chemicals, fertilizer,
etc.; and

(4) When land preparation measures,
for example, cultivation, were
completed, and what has been done or
will be done with the acreage, for
example, abandoned, replanted, etc.

* * * * *

§1412.72 [Amended]

m 19. Amend § 1412.72 as follows:

m a. In paragraph (a), first sentence,
remove the date “June 1 of 2009” and
add, in its place, the date “August 14,
2009,”

m b. In paragraph (d) introductory text,
remove the words “June 1 of” at the end,
m c. In paragraph (d)(1), add the words
“August 14,” at the beginning,

m d. Redesignate paragraphs (d)(2)
through (d)(4) as paragraphs (d)(2)(i)
through (d)(2)(iii),

m e. Add new introductory text to
paragraph (d)(2) to read as set forth
below, and

m f. In paragraph (h), remove the words
“June 1” both times they appear and
add, in their place, the words “August
14, 2009, for the 2009 election period
and June 1 in each of the 2010, 2011,
and 2012 fiscal years.”

§1412.72 Availability and election of
alternative approach.

(d) E
(2) June 1 of:

m 20. Amend § 1412.73 by adding
paragraphs (c) and (d) to read as follows:

§1412.73 Sharing of ACRE payments.
* * * * *

(c) Shares of ACRE payments will be
determined based on shares recorded on
the report of acreage filed in accordance
with § 1412.66. Each eligible producer
having a share of covered commodities
or peanuts planted or considered
planted on a farm enrolled under an
ACRE program contract must do both of
the following to be eligible for their
share of an ACRE payment:

(1) Unless otherwise already enrolled
on the ACRE program contract with a
share of base acres on the farm, sign the
ACRE program contract during the
contract period.

(2) Have the producer’s share
recorded on report of acreage filed in
accordance with part 718 of this title
and § 1412.66 of this part.

(d) In a case where a producer has
failed to sign an ACRE program contract
for the producer’s reported share of
covered commodities or peanuts
planted or considered planted on a farm
enrolled in accordance with this
subpart, that producer’s share will not
receive any consideration for payment
and will not generate any payment to
the producer or to any other producer
on the farm.

m 21. Amend §1412.77 as follows:

m a. In paragraph (a), second sentence,
add the word “program” between the
words “ACRE” and “contract”, and

m b. Add paragraph (f) to read as set
forth below.

§1412.77 Transfer of land and succession-
in-interest.
* * * * *

(f) Producers who have reported a
share interest on an acreage report of
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covered commodities and peanuts
planted or prevented from being planted
on a farm are not automatically
considered successors. In accordance
with §1412.73, such producers who
have not already signed the ACRE
program contract have until the end of
the contract period to sign the ACRE
program contract or that share will not
receive payment consideration.

§1412.78 [Amended]

m 22.In §1412.78, paragraph (a)(2)(iii),
remove the date “2012” and add, in its
place, the words “the end of the contract
period”.

PART 1421—GRAINS AND SIMILARLY
HANDLED COMMODITIES—
MARKETING ASSISTANCE LOANS
AND LOAN DEFICIENCY PAYMENTS
FOR 2008 THROUGH 2012

m 23. The authority citation for part
1421 continues to read as follows:

Authority: 7 U.S.C. 7231-7237 and 7931-
7936; 15 U.S.C. 714b and 714c, and7 U.S.C.
8731-8736.

§1421.4 [Amended]

m 24. Amend § 1421.4 as follows:

m a. In paragraph (a)(1), first sentence,
remove the words “an individual” and
add, in their place, the words “a person”
and

m b. In paragraph (e)(1)(ii), remove the
word “corporate” and add, in its place,
the word “cooperate”.

§1421.5 [Amended]

m 25. Amend § 1421.5 as follows:

m a. In paragraph (c)(4), first sentence,
remove the word “respect” and add, in
its place, the word “regard”, and

m b. In paragraph (c)(5), first sentence,
remove the word “flaxseed,”.

W 26, Amend 1421.104 as follows:

m a. Revise paragraph (a)(1) to read as
set forth below and

m b. In paragraph (a)(2) remove the
words “paragraph (a)(1) of this section”
and add, in their place, the words “this
part”.

§1421.104 Marketing assistance loan
making.

(a)(1) CCC may conduct such lien
searches, and may perfect its interest in
loan commodities under State law, as it

deems to be in its interest.
* * * * *

§1421.107 [Amended]

m 27. Amend § 1421.107 as follows:

m a. In paragraph (g)(1), remove the
words “under the U.S. Warehouse Act”,
and add, in their place, the words “by
an authorized warehouse as specified in
§1421.103(c)(1)”, and

m b. In paragraph (g)(2), remove the
reference to “paragraph (f)(1) of this
section” and add, in its place, a
reference to “paragraph (g)(1) of this
section.”

Signed in Washington, DC, on April 7,
2010.
Carolyn B. Cooksie,
Acting Administrator, Farm Service Agency,
and Executive Vice President, Commodity
Credit Corporation.
[FR Doc. 2010-8308 Filed 4-13-10; 8:45 am]
BILLING CODE 3410-05-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2007-28377; Directorate
Identifier 2007-NM-063-AD; Amendment
39-16257; AD 2010-08-02]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170 and ERJ
190 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

Periodic operational check of the firewall
hydraulic shutoff valves [FWSOV], made
during routine maintenance, has revealed
that the failure rate of that component is
significantly higher than expected. Such a
dormant failure, when combined with further
possible failures, such as engine fire, may
lead to an unacceptable reduction of safety
margins.

The unsafe condition is failure of the
firewall hydraulic shutoff valve, which,
in combination with an engine fire,
could result in the spread of an engine
fire beyond the firewall. We are issuing
this AD to require actions to correct the
unsafe condition on these products.

DATES: This AD becomes effective May
19, 2010.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of May 19, 2010.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Kenny Kaulia, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2848; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a supplemental notice of
proposed rulemaking (NPRM) to amend
14 CFR part 39 to include an AD that
would apply to the specified products.
That supplemental NPRM was
published in the Federal Register on
June 26, 2008 (73 FR 36290). That
supplemental NPRM proposed to
correct an unsafe condition for the
specified products.

Since that NPRM was issued, Agéncia
Nacional de Aviagdo Civil (ANAC),
which is the aviation authority for
Brazil, has issued Brazilian
Airworthiness Directives 2007—-02—
01R2, and 2007-02—-02R2, both effective
July 17, 2009. The revised MCAI
references suitable hydraulic shutoff
valves for replacement valves. (This
change is explained further in a
comment from EMBRAER, which is
discussed below.) The MCAI states:

Periodic operational check of the firewall
hydraulic shutoff valves [FWSOV], made
during routine maintenance, has revealed
that the failure rate of that component is
significantly higher than expected. Such a
dormant failure, when combined with further
possible failures, such as engine fire, may
lead to an unacceptable reduction of safety
margins.

The unsafe condition is failure of the
firewall hydraulic shutoff valve, which,
in combination with an engine fire,
could result in the spread of an engine
fire beyond the firewall. The MCAI
requires repetitive operational checks of
the firewall hydraulic shutoff valve, and
if necessary, replacement of the valve.
You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Request To Revise Unsafe Condition
Statement

EMBRAER requests that we revise the
description of the unsafe condition.
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EMBRAER explains that loss of
hydraulic pressure, as stated in the
supplemental NPRM, is an expected
result when the firewall hydraulic
shutoff valves fail to close when
commanded to close. The failure mode
for the valve results in the valve not
closing when commanded to close.
When the valve does not close, then a
fire can spread beyond the firewall.

We agree to revise the unsafe
condition statement to remove the
phrase “loss of hydraulic pressure,” and
have revised the statements in the
preamble and paragraph (e) of the AD
accordingly.

Request To Add an Optional
Terminating Action

EMBRAER also requests that we add
replacing an affected valve with a new
valve, P/N 975287-7, as an optional
terminating action for the 600-flight-
hour-interval inspections required by
paragraph (f) of the supplemental
NPRM. EMBRAER adds that a service
bulletin to install this new valve should
be issued soon.

We agree to add the replacement
discussed by the commenter as an
optional terminating action. We
received new service bulletins,
EMBRAER Service Bulletin 190-29-
0021 and 170-29-0024, both dated
December 22, 2008, that describe
replacement instructions for the valves
and explain that replacement with P/N
975287-7 returns the repetitive interval
to the original 3,000 flight hours
specified in the relevant maintenance
review board report. We also received
revised Brazilian ADs 2007-02—-01R2
and 2007-02-02R2, both effective July
17, 2009, which provide for the use of
other valves bearing a new part number
in replacing faulty valves. We have
added paragraph (f)(2) to this AD to
provide an optional terminating action
for the requirements of paragraph (f)(1)
of this AD. We have also re-identified
paragraph (f) of the supplemental NPRM
as paragraph (f)(1) of this AD.

Revision to Paragraph (f)(1) of This AD

We have revised the language in
paragraph (f)(1) of this AD from “If the
valve does not operate properly, * * *”
to “If the valve fails the operational test,”
as described in the applicable service
bulletin listed in Table 1 of this AD.
This change more closely aligns with
the phrasing used in the MCAI
referenced in this AD.

Explanation of Changes to Applicability

We have revised the applicability of
the supplemental NPRM to clarify
affected airplane categories and identify
model designations as published in the

most recent type certificate data sheet
(TCDS) for the affected models. Since
we issued the original NPRM, the Model
ERJ 190-100 ECJ airplane was added to
the U.S. TCDS. This model is also
affected by the identified unsafe
condition. There are no airplanes of this
model currently registered in the United
States.

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a Note within the AD.

Explanation of Change to Costs of
Compliance

Since issuance of the supplemental
NPRM, we have increased the labor rate
used in the Costs of Compliance from
$80 per work-hour to $85 per work-
hour. The Costs of Compliance
information, below, reflects this
increase in the specified hourly labor
rate.

Costs of Compliance

We estimate that this AD will affect
145 products of U.S. registry. We also
estimate that it will take about 1 work-
hour per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $12,325, or $85 per product, per
inspection cycle.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:

Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
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the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-08-02 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-16257. Docket No.
FAA—-2007-28377; Directorate Identifier
2007-NM-063—AD.

Effective Date

(a) This airworthiness directive (AD)

becomes effective May 19, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Empresa Brasileira
de Aeronautica S.A. (EMBRAER) Model ER]

170-100 LR, -100 STD, —100 SE, —100 SU,
—200 LR, —200 STD, and —200 SU airplanes;
and Model ERJ 190-100 STD, —100 LR, —100
IGW, —100 ECJ, —200 STD, —200 LR, and —200
IGW airplanes; certificated in any category;
equipped with firewall hydraulic shutoff
valves having part number (P/N) 975287-3 or
P/N 975287-5.

Subject

(d) Air Transport Association (ATA) of
America Code 29: Hydraulic power.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

Periodic operational check of the firewall
hydraulic shutoff valves [FWSOV], made
during routine maintenance, has revealed
that the failure rate of that component is
significantly higher than expected. Such a
dormant failure, when combined with further
possible failures, such as engine fire, may
lead to an unacceptable reduction of safety
margins.
The unsafe condition is failure of the firewall
hydraulic shutoff valve, which, in
combination with an engine fire, could result
in the spread of an engine fire beyond the
firewall. The MCAI requires repetitive

TABLE 1—EMBRAER SERVICE INFORMATION

operational checks of the firewall hydraulic
shutoff valve, and if necessary, replacement
of the valve.

Actions and Compliance

(f) Unless already done, do the following
actions.

(1) Within the next 600 flight hours after
the effective date of this AD, perform an
operational test for proper operation of the
firewall hydraulic shutoff valves P/N
975287-3 or P/N 975287-5, as applicable, in
accordance with the applicable service
bulletin listed in Table 1 of this AD. If the
valve fails the operational test, as described
in the applicable service bulletin listed in
Table 1 of this AD, before further flight,
replace the faulty hydraulic shutoff valve
with another one bearing P/N 975287-3 or P/
N 975287-5. Repeat the test thereafter at
intervals that do not exceed 600 flight hours.

Note 1: For the purpose of this AD, an
operational test is: “A task to determine that
an item is fulfilling its intended purpose. The
test does not require quantitative tolerances.
This is a failure finding task.”

EMBRAER Service Bulletin—

Revision—

Dated—

170-29-0013
170-29-0013
190-29-0008
190-29-0008

December 13, 2006.
July 24, 2007.
December 13, 2006.
July 24, 2007.

(2) Replacing a firewall hydraulic shutoff
valve having P/N 975287-3 or P/N 975287—
5 with a valve having P/N 975287-7, in
accordance with the Accomplishment
Instructions of EMBRAER Service Bulletin
190-29-0021 or 170-29-0024, both dated
December 22, 2008, as applicable, terminates
the requirements of paragraph (f)(1) of this
AD for that valve.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: A final
solution has been identified since the MCAI
were issued and we are providing it as an
optional terminating action in this AD. This
difference has been coordinated with
Ageéncia Nacional de Aviacdo Civil (ANAC).

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, ANM-116,
International Branch, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Kenny Kaulia,
Aerospace Engineer, International Branch,
ANM-116, FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington 98057-3356; telephone (425)
227-2848; fax (425) 227-1149. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOC approval letter must specifically
reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from

TABLE 2—EMBRAER SERVICE INFORMATION

a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required

to assure the product is airworthy before it

is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCALI Brazilian Airworthiness
Directives 2007—02—01R2 and 2007—-02—-02R2,
both effective July 17, 2009; and the service
information listed in Table 2 of this AD; for
related information.

EMBRAER Service Bulletin— Revision— Dated—
170-29-0013 OFIgINAL ..o December 13, 2006.
170-29-0013 [0 SRR July 24, 2007.
170-29-0024 Original December 22, 2008.
190-29-0008 Original December 13, 2006.
190-29-0008 [0 SRS July 24, 2007.
190-29-0021 OFIgINAL ..o December 22, 2008.
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Material Incorporated by Reference

(1) You must use the applicable service
information specified in Table 3 of this AD
to do the actions required by this AD, unless

the AD specifies otherwise. If you
accomplish the optional actions specified by
this AD, you must use EMBRAER Service
Bulletin 190-29-0021, dated December 22,

2008; or EMBRAER Service Bulletin 170-29—
0024, dated December 22, 2008; as
applicable; to perform those actions, unless
the AD specifies otherwise.

TABLE 3—MATERIAL INCORPORATED BY REFERENCE FOR ACTIONS REQUIRED BY THIS AD

EMBRAER Service Bulletin— Revision— Dated—
170-29-0013 OFigiNal ...eeiiiie e December 13, 2006.
170-29-0013 [0 IR July 24, 2007.
190-29-0008 Original ... December 13, 2006.
190-29-0008 [ SR July 24, 2007.

EMBRAER Service Bulletin 170-29-0013,
Revision 01, contains the following effective

pages:

Revision
Page level
number | shown on Date shown on page
page
1-5,10 |01 ............ July 24, 2007.
6-9 ... Original .... | December 13, 2006.

EMBRAER Service Bulletin 190-29-0008,
Revision 01, contains the following effective

pages:

Revision
Page level
number | shown on Date shown on page
page
1-5,10 [ O1 ............ July 24, 2007.
6-9 ... Original .... | December 13, 2006.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de
Aeronautica S.A. (EMBRAER), Technical
Publications Section (PC 060), Av. Brigadeiro
Faria Lima, 2170—Putim—12227-901 Sao
Jose dos Campos—SP—BRASIL; telephone:
+55 12 3927-5852 or +55 12 3309-0732; fax:
+55 12 3927-7546; e-mail:
distrib@embraer.com.br; Internet: http://
www.flyembraer.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal regulations/
ibr _locations.html.

Issued in Renton, Washington, on March
25, 2010.

Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-7804 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-0391; Directorate
Identifier 2010-NM-073-AD; Amendment
39-16263; AD 2010-08-08]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A330-243, -341, —342, and -343
Airplanes Equipped with Rolls-Royce
Trent 700 Engines

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

During a recent in-service event the flight
crew of a Trent 700 powered A330 aircraft
reported a temporary Engine Pressure Ratio
(EPR) shortfall on engine 2 during the take-
off phase of the flight.* * *

Data analysis confirmed a temporary fuel
flow restriction and subsequent recovery, and
indicated that also engine 1 experienced a
temporary fuel flow restriction shortly after
the initial event on engine 2. * * *

Based on previous industry-wide
experience, the investigation of the event has
focused on the possibility for ice to
temporarily restrict the fuel flow.* * *

* * * * *

The scenario of ice being shed and causing
a temporary blockage in the engine fuel
system may lead to a temporary fuel flow
restriction to the engine. This may result in
a possible engine surge or stall condition,
and in the engine not being able to provide
the commanded thrust.
* * * * *

This AD requires actions that are
intended to address the unsafe
condition described in the MCALI

DATES: This AD becomes effective April
29, 2010.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 29, 2010.

We must receive comments on this
AD by June 1, 2010.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p.m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
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International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Emergency Airworthiness Directive
2010-0042-E, dated March 12, 2010
(referred to after this as “the MCAI”), to
correct an unsafe condition for the
specified products. The MCALI states:

During a recent in-service event the flight
crew of a Trent 700 powered A330 aircraft
reported a temporary Engine Pressure Ratio
(EPR) shortfall on engine 2 during the take-
off phase of the flight. The ENG STALL
warning was set. The flight crew followed the
standard procedures which included
reducing throttle to idle. The engine
recovered and provided the demanded thrust
level for the remainder of the flight.

Data analysis confirmed a temporary fuel
flow restriction and subsequent recovery, and
indicated that also engine 1 experienced a
temporary fuel flow restriction shortly after
the initial event on engine 2, again followed
by a full recovery. The engine 1 EPR shortfall
was insufficient to trigger any associated
warning and was only noted through analysis
of the flight data. No flight crew action was
necessary to recover normal performance on
this engine. The remainder of the flight was
uneventful.

Based on previous industry-wide
experience, the investigation of the event has
focused on the possibility for ice to
temporarily restrict the fuel flow. While no
direct fuel system fault has been identified,
the operation of the water scavenge system at
Rib 3 cannot be excluded as being a
contributory factor.

Testing and analysis are continuing to
identify the root cause of the event.

The scenario of ice being shed and causing
a temporary blockage in the engine fuel
system may lead to a temporary fuel flow
restriction to the engine. This may result in
a possible engine surge or stall condition,
and in the engine not being able to provide
the commanded thrust.

Therefore, as a precautionary measure to
reduce the possibility of ingesting ice into the
engine fuel feed system, this AD requires to:

—Deactivate the automatic Standby Fuel
Pump Scavenge System, which operates
during Taxi and Take-off by removing
relays Functional Item Numbers (FIN)
80QA1 and 80QA2 (this will not affect
normal standby pump operation) for
aeroplanes identified in the applicability
section of this AD and on which this
deactivation has not been performed in
production through the modification
200801, and

—Prohibit the dispatch with * * * [a] MAIN
Fuel Pump inoperative on all aeroplanes
identified in the applicability section of
this AD.

This AD also requires revising the
Limitations section of the airplane flight
manual to advise the flight crew of the
dispatch prohibition. You may obtain
further information by examining the
MCAI in the AD docket.

Relevant Service Information

Airbus has issued All Operators Telex
A330-28A3114, Revision 1, dated
March 24, 2010. The actions described
in this service information are intended
to correct the unsafe condition
identified in the MCAI.

FAA'’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Differences Between the AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCALI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA'’s Determination of the Effective
Date

An unsafe condition exists that
requires the immediate adoption of this
AD. The FAA has found that the risk to
the flying public justifies waiving notice
and comment prior to adoption of this
rule because ice being shed and causing
a temporary blockage in the engine fuel
system could lead to a temporary fuel
flow restriction to the engine, which
could result in a possible engine surge
or stall condition, and in the engine not
being able to provide the commanded
thrust. Therefore, we determined that
notice and opportunity for public
comment before issuing this AD are
impracticable and that good cause exists

for making this amendment effective in
fewer than 30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2010-0391;
Directorate Identifier 2010-NM-073—
AD?” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;
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2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-08-08 Airbus: Amendment 39—
16263. Docket No. FAA-2010-0391;
Directorate Identifier 2010-NM-073-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 29, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Airbus Model A330—
243, -341,-342, and —343 airplanes,
certificated in any category, all manufacturer
serial numbers equipped with Rolls-Royce
Trent 700 engines, on which Airbus
modification 56966MP16199 has been
embodied in production or Airbus Service
Bulletin A330-28-3105 has been embodied
in service.

Subject

(d) Air Transport Association (ATA) of
America Code 28: Fuel.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

During a recent in-service event the flight
crew of a Trent 700 powered A330 aircraft
reported a temporary Engine Pressure Ratio
(EPR) shortfall on engine 2 during the take-
off phase of the flight. The ENG STALL
warning was set. The flight crew followed the
standard procedures which included
reducing throttle to idle. The engine
recovered and provided the demanded thrust
level for the remainder of the flight.

Data analysis confirmed a temporary fuel
flow restriction and subsequent recovery, and
indicated that also engine 1 experienced a
temporary fuel flow restriction shortly after
the initial event on engine 2, again followed
by a full recovery. The engine 1 EPR shortfall
was insufficient to trigger any associated
warning and was only noted through analysis
of the flight data. No flight crew action was
necessary to recover normal performance on
this engine. The remainder of the flight was
uneventful.

Based on previous industry-wide
experience, the investigation of the event has
focused on the possibility for ice to
temporarily restrict the fuel flow. While no
direct fuel system fault has been identified,
the operation of the water scavenge system at
Rib 3 cannot be excluded as being a
contributory factor.

Testing and analysis are continuing to
identify the root cause of the event.

The scenario of ice being shed and causing
a temporary blockage in the engine fuel
system may lead to a temporary fuel flow
restriction to the engine. This may result in
a possible engine surge or stall condition,
and in the engine not being able to provide
the commanded thrust.

Therefore, as a precautionary measure to
reduce the possibility of ingesting ice into the
engine fuel feed system, this AD requires to:
—Deactivate the automatic Standby Fuel

Pump Scavenge System, which operates

during Taxi and Take-off by removing

relays Functional Item Numbers (FIN)
80QA1 and 80QA2 (this will not affect
normal standby pump operation) for
aeroplanes identified in the applicability
section of this AD and on which this
deactivation has not been performed in
production through the modification

200801, and
—Prohibit the dispatch with * * * [a] MAIN

Fuel Pump inoperative on all aeroplanes

identified in the applicability section of

this AD.
This AD also requires revising the
Limitations section of the airplane flight
manual to advise the flight crew of the
dispatch prohibition.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Actions

(g) For airplanes on which Airbus
modification 200801 has not been embodied
in production as of the effective date of this
AD: Within 10 days after the effective date
of this AD, deactivate the water scavenge
automatic operation by removing relays FIN
80QA1 (left-hand) and 80QA2 (right-hand),
in accordance with the instructions in Airbus
All Operators Telex A330-28A3114, Revision
1, dated March 24, 2010.

(h) Deactivation before the effective date of
this AD in accordance with Airbus All
Operators Telex A330-28A3114, dated
March 10, 2010, is considered acceptable for
compliance with the corresponding action
required by paragraph (g) of this AD.

(i) For airplanes on which Airbus
modification 200801 has not been embodied

in production as of the effective date of this
AD: Before further flight after
accomplishment of the requirements of
paragraph (g) of this AD, dispatch of an
airplane with any inoperative main fuel
pump is prohibited.

(j) For airplanes on which Airbus
modification 200801 has been embodied in
production as of the effective date of this AD:
Dispatch of an airplane with any inoperative
main fuel pump is prohibited as of the
effective date of this AD.

(k) For all airplanes: At the applicable time
specified in paragraph (k)(1) or (k)(2) of this
AD, revise the Limitations section of the
airplane flight manual (AFM) to include the
following statement. This may be done by
inserting a copy of this AD into the AFM.

“Dispatch with any inoperative main fuel
pump is prohibited.”

(1) For airplanes on which Airbus
modification 200801 has not been embodied
in production as of the effective date of this
AD: Revise the AFM before further flight after
accomplishment of the requirements of
paragraph (g) of this AD.

(2) For airplanes on which Airbus
modification 200801 has been embodied in
production as of the effective date of this AD:
Revise the AFM before further flight after the
effective date of this AD.

Note 1: When a statement identical to that
in paragraph (k) of this AD has been included
in the general revisions of the AFM, the
general revisions may be inserted into the
AFM, and the copy of this AD may be
removed from the AFM.

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(1) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOC:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Vladimir
Ulyanov, Aerospace Engineer, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOC approval letter must specifically
refer to this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.
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(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(m) Refer to MCAI European Aviation
Safety Agency (EASA) Emergency
Airworthiness Directive 2010-0042-E, dated
March 12, 2010; and Airbus All Operators
Telex A330—-28A3114, Revision 1, dated
March 24, 2010; for related information.

Material Incorporated by Reference

(n) You must use Airbus All Operators
Telex A330-28A3114, Revision 1, dated
March 24, 2010, as applicable, to do the
actions required by this AD, unless the AD
specifies otherwise. (The document number,
revision level, and date of this document are
indicated only on the first page of the
document; no other page of the document
contains this information.)

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone +33
561 93 36 96; fax +33 5 61 93 45 80; e-mail
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to http://www.archives.gov/federal_register/
code_of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on April 1,
2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-8181 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2009-1108; Directorate
Identifier 2009—-NM-131-AD; Amendment
39-16260; AD 2010-08-05]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A330-200, A330-300, and A340-300
Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

It was noticed in production that in the
area between frame (FR) C53.9 and FR C55
RH [right-hand], the distance between the
route 9R of the In-Flight Entertainment
system and the wire harness for the Lower
Deck-Mobile Crew Rest system provisions is
too small.

This limited distance may cause chafing
between the affected electrical harness
6581VB and the harness 5495VB or 6938VB.

This condition, if not corrected, could lead
to the short circuit of wires dedicated to
oxygen, which, in case of emergency, could
result in a large number of passenger oxygen
masks not being supplied with oxygen,
possibly causing personal injuries.

* * * * *

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective May
19, 2010.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of May 19, 2010.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,

Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on December 1, 2009 (74 FR
62711). That NPRM proposed to correct
an unsafe condition for the specified
products. The MCAI states:

It was noticed in production that in the
area between frame (FR) C53.9 and FR C55
RH [right-hand], the distance between the
route 9R of the In-Flight Entertainment
system and the wire harness for the Lower
Deck-Mobile Crew Rest system provisions is
too small.

This limited distance may cause chafing
between the affected electrical harness
6581VB and the harness 5495VB or 6938VB.

This condition, if not corrected, could lead
to the short circuit of wires dedicated to
oxygen, which, in case of emergency, could
result in a large number of passenger oxygen
masks not being supplied with oxygen,
possibly causing personal injuries.

For the reasons described above, this AD
requires the installation of a stirrup on the
terminal block 5507VT between FR53.9 and
FR54, and the re-routing of the wiring route
9R.

You may obtain further information by
examining the MCAI in the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comments received.

Support for the NPRM

Northwest Airlines states that it has
reviewed the NPRM and supports the
action.

Request To Correct Paragraph
Identifier

Airbus requests that we correct the
paragraph identifiers specified in the
applicability statement of the NPRM,
changing “* * * paragraphs (c)(1)(i) and
(c)(1)@i) * * *” of the NPRM to “* * *
paragraphs (c)(1) and (c)(2) * * *”in
this final rule.

We have corrected the paragraph
identifiers in this final rule.

Request To Clarify the Proposed
Applicability

Airbus requests that we clarify the
applicability in paragraph (c)(ii)(A) of
the NPRM (now paragraph (c)(2)(i) of
this final rule), to specify the Model
A330 airplanes.

We agree to clarify the applicability.
We have clarified the applicability
statement from “For all models, except
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Model A340-311, A340-312, and A340-
313 airplanes,” to “For Model A330-
201, -202, -203, —-223, —243, -301, —-302,
-303, -321, —322, —323, —341, —342, and
—343 airplanes” in this final rule.

Conclusion

We reviewed the available data,
including the comments received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Explanation of Change to Costs of
Compliance

After the NPRM was issued, we
reviewed the figures we have used over
the past several years to calculate AD
costs to operators. To account for
various inflationary costs in the airline
industry, we find it necessary to
increase the labor rate used in these
calculations from $80 per work hour to
$85 per work hour. The cost impact
information, below, reflects this
increase in the specified hourly labor
rate.

Costs of Compliance

We estimate that this AD will affect
43 products of U.S. registry. We also
estimate that it will take about 3 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.
Required parts will cost about $66 per
product. Where the service information
lists required parts costs that are
covered under warranty, we have
assumed that there will be no charge for
these parts. As we do not control
warranty coverage for affected parties,
some parties may incur costs higher
than estimated here. Based on these
figures, we estimate the cost of this AD

to the U.S. operators to be $13,803, or
$321 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647—5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-08-05 Airbus: Amendment 39-16260.
Docket No. FAA-2009-1108; Directorate
Identifier 2009-NM-131-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 19, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Airbus Model A330—
201, -202, -203, —223, —243, -301, —-302,
-303, -321, -322, 323, —341, —342, and —343
airplanes; and Airbus Model A340-311,
—312, and —313 airplanes; certificated in any
category; all manufacturer serial numbers;
modified in production by modifications
identified in both paragraphs (c)(1) and (c)(2)
of this AD; excluding those on which Airbus
Modification 57744 has been embodied in
production.

(1) Airbus Modification 40379; and

(2) One of the following Airbus
modifications, as applicable:

(i) For Model A330-201, —202, —203, —223,
—-243,-301, -302, -303, —-321, —322, —323,
—341, —342, and —343 airplanes: Modification
49894, 51304, 52048, 52712, 53559, 53732,
54115, 55632, or 55722.

(ii) For Model A340-311, A340-312, and
A340-313 airplanes: Modification 51603,
53400, or 55024.

Subject

(d) Air Transport Association (ATA) of
America Code 92.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

It was noticed in production that in the
area between frame (FR) C53.9 and FR C55
RH [right-hand], the distance between the
route 9R of the In-Flight Entertainment
system and the wire harness for the Lower
Deck-Mobile Crew Rest system provisions is
too small.

This limited distance may cause chafing
between the affected electrical harness
6581VB and the harness 5495VB or 6938VB.
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This condition, if not corrected, could lead
to the short circuit of wires dedicated to
oxygen, which, in case of emergency, could
result in a large number of passenger oxygen
masks not being supplied with oxygen,
possibly causing personal injuries.

For the reasons described above, this AD
requires the installation of a stirrup on the
terminal block 5507VT between FR53.9 and
FR54, and the re-routing of the wiring route
9R.

Actions and Compliance

(f) Within 24 months after the effective
date of this AD, unless already done: Install
a stirrup on the terminal block 5507VT
between FR53.9 and FR54 and modify the
wiring route 9R in accordance with the
Accomplishment Instructions of Airbus
Mandatory Service Bulletin A330-92-3080,
dated November 12, 2008; or Airbus
Mandatory Service Bulletin A340-92—-4080,
dated November 12, 2008; as applicable.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Vladimir
Ulyanov, Aerospace Engineer, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149. Before
using any approved AMOC on any airplane
to which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOG approval letter must specifically
reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency Airworthiness Directive 2009—
0076, dated April 6, 2009; Airbus Mandatory
Service Bulletin A330-92—-3080, dated
November 12, 2008; and Airbus Mandatory

Service Bulletin A340-92—-4080, dated
November 12, 2008; for related information.

Material Incorporated by Reference

(i) You must use Airbus Mandatory Service
Bulletin A330-92-3080, dated November 12,
2008; or Airbus Mandatory Service Bulletin
A340-92-4080, dated November 12, 2008; as
applicable; to do the actions required by this
AD, unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone +33
561 93 36 96; fax +33 5 61 93 45 80; e-mail:
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code of federal regulations/
ibr_locations.html.

Issued in Renton, Washington, on April 1,
2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Alrcraft Certification Service.

[FR Doc. 2010-8182 Filed 4-13-10; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-1231; Directorate
Identifier 2009—-NM-212-AD; Amendment
39-16261; AD 2010-08-06]

RIN 2120-AA64

Airworthiness Directives; Empresa
Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170 Airplanes;
and Model ERJ 190-100 STD, -100 LR,
-100 IGW, —200 STD, —200 LR, and
—200 IGW Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)

originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

It has been found the possibility of missing
points of sealant application on the vapor
barrier assembly in the wing stub rear box.

In the event of fuel tank leak in this region
associated with an unsealed vapor barrier
assembly, migration of flammable vapors and
fluids to middle electronic bay may occur,
which then could lead to an uncontained fire
event if the flammable vapors finds an
ignition source.

* * * * *

We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective May
19, 2010.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of May 19, 2010.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Kenny Kaulia, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-2848; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on January 5, 2010 (75 FR 260).
That NPRM proposed to correct an
unsafe condition for the specified
products. The MCALI states:

It has been found the possibility of missing
points of sealant application on the vapor
barrier assembly in the wing stub rear box.

In the event of fuel tank leak in this region
associated with an unsealed vapor barrier
assembly, migration of flammable vapors and
fluids to middle electronic bay may occur,
which then could lead to an uncontained fire
event if the flammable vapors finds an
ignition source.

* * * * *

The required actions include a detailed
inspection for gaps, voids, or holes in
the sealant. Corrective actions include
applying sealant into any gaps, voids, or
holes. You may obtain further
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information by examining the MCAI in
the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the single comment
received.

Request To Change Paragraph
Reference

The manufacturer, EMBRAER,
requests that we revise paragraph (g)(3)
of the NPRM to refer to the inspection
specified in paragraph (g)(1) of the
NPRM rather than paragraph (f)(1) as
stated in the NPRM, because the
inspection is required by paragraph
(g)(1) of the NPRM.

We agree to revise paragraph (g)(3) of
the AD to refer to paragraph (g)(1) of the
AD. Paragraph (f)(1) of this AD does not
exist and paragraph (f) has no
inspection requirement; paragraph (g)(1)
of this AD contains the AD’s only
inspection requirement. We have
changed paragraph (g)(3) of the AD
accordingly.

Conclusion

We reviewed the available data,
including the comment received, and
determined that air safety and the
public interest require adopting the AD
with the change described previously.
We determined that this change will not
increase the economic burden on any
operator or increase the scope of the AD.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Explanation of Change to Costs of
Compliance

Since issuance of the NPRM, we have
increased the labor rate used in the
Costs of Compliance from $80 per work-
hour to $85 per work-hour. The Costs of
Compliance information, below, reflects
this increase in the specified hourly
labor rate.

Costs of Compliance

We estimate that this AD will affect
about 197 products of U.S. registry. We
also estimate that it will take about 5
work-hours per product to comply with
the basic requirements of this AD. The
average labor rate is $85 per work-hour.
Based on these figures, we estimate the
cost of this AD to the U.S. operators to
be $83,725, or $425 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket

contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-08-06 Empresa Brasileira de
Aeronautica S.A. (EMBRAER):
Amendment 39-16261. Docket No.
FAA-2009-1231; Directorate Identifier
2009-NM-212-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 19, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to the airplanes
identified in paragraphs (c)(1) and (c)(2) of
this AD; certificated in any category.

(1) Empresa Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 170-100 LR, —100
STD, —100 SE, —100 SU, —200 LR, —200 STD,
and —200 SU airplanes, serial numbers
17000002, 17000004 through 17000013
inclusive, and 17000015 through 17000235
inclusive.

(2) Empresa Brasileira de Aeronautica S.A.
(EMBRAER) Model ERJ 190-100 STD, —100
LR, -100 IGW, —200 STD, —200 LR, and —200
IGW airplanes, serial numbers 19000002,
19000004, 19000006 through 19000108
inclusive, 19000110 through 19000139
inclusive, 19000141 through 19000158
inclusive, 19000160 thI‘Ough 19000176
inclusive, 19000178 through 19000202
inclusive, 19000204 through 19000213
inclusive, and 19000215.

Subject

(d) Air Transport Association (ATA) of
America Code 57: Wings.
Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

It has been found the possibility of missing
points of sealant application on the vapor
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barrier assembly in the wing stub rear box.

In the event of fuel tank leak in this region
associated with an unsealed vapor barrier
assembly, migration of flammable vapors and
fluids to middle electronic bay may occur,
which then could lead to an uncontained fire
event if the flammable vapors finds an
ignition source.

* * * * *

The required actions include a detailed
inspection for gaps, voids, or holes in the
sealant. Corrective actions include applying
sealant into any gaps, voids, or holes.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Actions

(g) Unless already done, do the following
actions.

(1) Within 6,000 flight hours or 24 months
after the effective date of this AD, whichever
occurs first, do a detailed inspection of the
vapor barrier assembly in the wing stub rear
box for missing sealant which forms gaps,
voids or holes, in accordance with the
Accomplishment Instructions of EMBRAER
Service Bulletin 170-57-0036, dated March
13, 2009 (for Model ERJ 170-100 LR, —100
STD, —100 SE, —100 SU, —200 LR, =200 STD,
and —200 SU airplanes); or EMBRAER
Service Bulletin 190-57-0027, dated March
18, 2009 (for Model ER] 190-100 STD, —100
LR, =100 IGW, —200 STD, —200 LR, and —200
IGW airplanes).

Note 1: For the purposes of this AD, a
detailed inspection is: “An intensive
examination of a specific item, installation,
or assembly to detect damage, failure, or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at an intensity deemed appropriate.
Inspection aids such as mirror, magnifying
lenses, etc., may be necessary. Surface
cleaning and elaborate access procedures
may be required.”

(2) If the vapor barrier sealant is found to
be correctly applied in accordance with the
Accomplishment Instructions of EMBRAER
Service Bulletin 170-57—-0036, dated March
13, 2009 (for Model ER] 170-100 LR, —-100
STD, —-100 SE, —100 SU, —200 LR, —200 STD,
and —200 SU airplanes); or EMBRAER
Service Bulletin 190-57-0027, dated March
18, 2009 (for Model ER] 190-100 STD, —100
LR, -100 IGW, —200 STD, —200 LR, and —200
IGW airplanes); no further action is required
by this AD.

(3) If any vapor barrier sealant is found
missing (gaps, voids or holes) during the
inspection required by paragraph (g)(1) of
this AD, before further flight apply sealant
into the applicable gaps, voids, and holes, in
accordance with the Accomplishment
Instructions of EMBRAER Service Bulletin
170-57—0036, dated March 13, 2009 (for
Model ER] 170-100 LR, —100 STD, —100 SE,
—100 SU, —200 LR, —200 STD, and —200 SU
airplanes); or EMBRAER Service Bulletin
190-57—-0027, dated March 18, 2009 (for
Model ERJ 190-100 STD, —100 LR, —100 IGW,
—200 STD, —200 LR, and =200 IGW
airplanes).

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(h) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOG:s for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Kenny Kaulia,
Aerospace Engineer, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, 1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone (425)
227-2848; fax (425) 227-1149. Before using
any approved AMOC on any airplane to
which the AMOC applies, notify your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOC approval letter must specifically
reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(i) Refer to MCAI Brazilian Airworthiness
Directives 2009—-07—-01 and 2009-07-02, both
effective July 13, 2009; EMBRAER Service
Bulletin 170-57-0036, dated March 13, 2009;
and EMBRAER Service Bulletin 190-57—
0027, dated March 18, 2009; for related
information.

Material Incorporated by Reference

(j) You must use EMBRAER Service
Bulletin 170-57-0036, dated March 13, 2009;
or EMBRAER Service Bulletin 190-57-0027,
dated March 18, 2009; as applicable; to do
the actions required by this AD, unless the
AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Empresa Brasileira de
Aeronautica S.A. (EMBRAER), Technical
Publications Section (PC 060), Av. Brigadeiro
Faria Lima, 2170—Putim—12227-901 Sao
Jose dos Campos—SP—BRASIL; telephone:
+55 12 3927-5852 or +55 12 3309-0732; fax:
+55 12 3927-7546; e-mail:
distrib@embraer.com.br; Internet: http://
www.flyembraer.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal_regulations/
ibr locations.html.

Issued in Renton, Washington, on April 1,
2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-8184 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2009-1068; Directorate
Identifier 2009-NM—-042-AD; Amendment
39-16258; AD 2010-08—03]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model CL-600-2B19 (Regional Jet
Series 100 & 440) Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD) for
the products listed above. This AD
results from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

The heating capability of several Angle Of
Attack (AOA) transducer heating elements
removed from in-service aircraft have been
found to be below the minimum requirement.
Also, it was discovered that a large number
of AOA transducers repaired in an approved
maintenance facility were not calibrated
accurately.

Inaccurate calibration of the AOA
transducer and/or degraded AOA transducer
heating elements can result in early or late
activation of the stall warning, stick shaker
and stick pusher by the Stall Protection
Computer (SPC).

* * * * *
The unsafe condition is reduced

controllability of the airplane. We are
issuing this AD to require actions to
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correct the unsafe condition on these
products.

DATES: This AD becomes effective May
19, 2010.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in this AD
as of May 19, 2010.

The Director of the Federal Register
previously approved the incorporation
by reference of a certain publication
listed in this AD as of March 9, 2009 (74
FR 7789, February 20, 2009).
ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
U.S. Department of Transportation,
Docket Operations, M—30, West
Building Ground Floor, Room W12-140,
1200 New Jersey Avenue, SE.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Wing Chan, Aerospace Engineer,
Systems and Flight Test Branch, ANE—
172, FAA, New York Aircraft
Certification Office, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone (516) 228-7311; fax
(516) 794-5531.

SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on November 18, 2009 (74 FR
59480), and proposed to supersede AD
2009-04-11, Amendment 39-15817 (74
FR 7789, February 20, 2009). That
NPRM proposed to correct an unsafe
condition for the specified products.

The mandatory continued
airworthiness information (MCAI)
states:

The heating capability of several Angle Of
Attack (AOA) transducer heating elements
removed from in-service aircraft have been

found to be below the minimum requirement.

Also, it was discovered that a large number
of AOA transducers repaired in an approved
maintenance facility were not calibrated
accurately.

Inaccurate calibration of the AOA
transducer and/or degraded AOA transducer
heating elements can result in early or late
activation of the stall warning, stick shaker
and stick pusher by the Stall Protection
Computer (SPC).

This [Canadian] directive mandates a
periodic inspection of the inrush current to
verify the AOA heating capability and
replacement of the inaccurately calibrated
AOA transducers.

The unsafe condition is reduced
controllability of the airplane. This AD

retains the requirements of AD 2009-
04-11 and also requires a one-time

inspection of certain angle of attack
(AOA) transducers, replacement of
transducers having certain serial
numbers, repetitive inspections of the
inrush current for certain AOA
transducers, and replacement of
inaccurately calibrated AOA
transducers. You may obtain further
information by examining the MCAI in
the AD docket.

Comments

We gave the public the opportunity to
participate in developing this AD. We
considered the comment received.

Request To Allow Records Check

Mesa Airlines requests that we allow
the use of a records check in lieu of the
inspection for serial numbers specified
in paragraph (g)(2) of the NPRM. Mesa
Airlines points out that serial numbers
could already be known to operators
after compliance with AD 2009—04-11.
Mesa Airlines also notes that AOA
transducers are delicate instruments
that could be damaged by removal for
the purpose of confirming serial
numbers.

For the reasons provided by Mesa
Airlines, we agree to allow operators to
perform a review of the airplane
maintenance records in lieu of
performing an inspection of the AOA
transducer to determine the serial
number, if the serial number can be
conclusively determined from that
review. We have revised paragraph
(g)(2) of this AD accordingly.

Explanation of Change to Applicability

We have revised the applicability of
this AD to identify model designations
as published in the most recent type
certificate data sheet for the affected
models.

Conclusion

We reviewed the available data,
including the comment received, and
determined that air safety and the
public interest require adopting the AD
with the changes described previously.
We determined that these changes will
not increase the economic burden on
any operator or increase the scope of the
AD.

Differences Between This AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCALI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information

provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow our FAA
policies. Any such differences are
highlighted in a NOTE within the AD.

Explanation of Change to Costs of
Compliance

Since issuance of the NPRM, we have
increased the labor rate used in the
Costs of Compliance from $80 per work-
hour to $85 per work-hour. The Costs of
Compliance information, below, reflects
this increase in the specified hourly
labor rate.

Costs of Compliance

We estimate that this AD will affect
about 613 products of U.S. registry.

The actions that are required by AD
2009-04-11 and retained in this AD
take about 1 work-hour per product, at
an average labor rate of $85 per work-
hour. Based on these figures, the
estimated cost of the currently required
actions is $85 per product.

We estimate that it will take about 1
work-hour per product to comply with
the new basic requirements of this AD.
The average labor rate is $85 per work-
hour. Based on these figures, we
estimate the cost of this AD to the U.S.
operators to be $52,105, or $85 per
product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on

the States, on the relationship between
the national government and the States,
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or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains the NPRM, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by
removing Amendment 39-15817 (74 FR
7789, February 20, 2009) and adding the
following new AD:

2010-08-03 Bombardier, Inc: Amendment
39-16258. Docket No. FAA—2009-1068;
Directorate Identifier 2009—-NM—-042—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 19, 2010.

Affected ADs

(b) This AD supersedes AD 2009-04-11,
Amendment 39-15817.
Applicability

(c) This AD applies to Bombardier, Inc.
Model CL-600-2B19 (Regional Jet Series 100
& 440) airplanes, serial numbers 7003 and
subsequent, certificated in any category, that
are equipped with Thales angle of attack
(AOA) transducers having part number (P/N)
45150340 or C16258AA.

Subject

(d) Air Transport Association (ATA) of
America Code 27: Flight controls.

Reason

(e) The mandatory continued airworthiness
information (MCAI) states:

The heating capability of several Angle Of
Attack (AOA) transducer heating elements
removed from in-service aircraft have been
found to be below the minimum requirement.
Also, it was discovered that a large number
of AOA transducers repaired in an approved

maintenance facility were not calibrated
accurately.

Inaccurate calibration of the AOA
transducer and/or degraded AOA transducer
heating elements can result in early or late
activation of the stall warning, stick shaker
and stick pusher by the Stall Protection
Computer (SPC).

This [Canadian] directive mandates a
periodic inspection of the inrush current to
verify the AOA heating capability and
replacement of the inaccurately calibrated
AOA transducers.

The unsafe condition is reduced
controllability of the airplane. This AD
retains the requirements of AD 2009-04-11
and also requires a one-time inspection of
certain AOA transducers, replacement of
transducers having certain serial numbers,
repetitive inspections of the inrush current
for certain AOA transducers, and
replacement of inaccurately calibrated AOA
transducers.

Restatement of Requirements of AD 2009-
04-11, With No Changes

(f) Unless already done, do the following
actions:

(1) For airplanes equipped with a
transducer having accumulated more than
7,500 total flight hours as of March 9, 2009
(the effective date of AD 2009—-04—-11):
Within 250 flight hours after March 9, 2009,
measure the inrush current of both AOA
transducers in accordance with Part A of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008.

(i) If both AOA transducers are found to
have an inrush current of 1.60 amps or more,
repeat the measurement thereafter at
intervals not to exceed the applicable interval
specified in Table 1 of this AD. Do the
measurement in accordance with Part A of
the Accomplishment Instructions of
Bombardier Service Bulletin 601R-27-153,
Revision A, dated December 16, 2008.

TABLE 1—REPETITIVE MEASUREMENT INTERVALS

If the last inrush current measurement of the serviceable AOA trans-

ducer is—

Then repeat the measurement—

More than or equal to 1.90 amps .........ccccceeennee
More than or equal to 1.80 amps but less than 1.90 amps ....
More than or equal to 1.70 amps but less than 1.80 amps ....
More than or equal to 1.60 amps but less than 1.70 amps

Within 2,000 flight hours after the last measurement.
Within 1,500 flight hours after the last measurement.
Within 1,000 flight hours after the last measurement.
Within 500 flight hours after the last measurement.

(ii) If one AOA transducer is found to have
an inrush current below 1.60 amps, and the
other AOA transducer is found to have an
inrush current of 1.60 amps or more: Do the
actions required by paragraphs (f)(1)(ii)(A)
and (f)(1)(ii)(B) of this AD.

(A) For the AOA transducer having an
inrush current of 1.60 amps or more: Repeat
the measurement thereafter at intervals not to
exceed the applicable interval specified in
Table 1 of this AD. Do the measurement in
accordance with Part A of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008.

(B) For the AOA transducer having an
inrush current below 1.60 amps (“degraded”
transducer): Within 1,000 flight hours after
March 9, 2009, replace that transducer in
accordance with Part C of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008. At the applicable
time specified in Table 1 of this AD if the
degraded transducer was replaced with a
serviceable transducer, or within 2,000 flight
hours after replacement if the degraded
transducer was replaced with a new
transducer, do the measurement for that
replacement transducer and repeat the

measurements thereafter at intervals not to
exceed the applicable interval specified in
Table 1 of this AD. Do the measurement in
accordance with Part A of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008.

(iii) If both AOA transducers are found to
have an inrush current below 1.60 amps, do
the action specified in paragraph (f)(1)(iii)(A)
or (f)(1)(iii)(B) of this AD.

(A) Before further flight, replace one of the
degraded AOA transducers with a new or
serviceable transducer; and replace the other
degraded transducer with a new or
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serviceable transducer within 1,000 flight
hours after the measurement required by
paragraph (f)(1) of this AD; in accordance
with Part C of the Accomplishment
Instructions of Bombardier Service Bulletin
601R-27-153, Revision A, dated December
16, 2008. At the applicable time specified in
Table 1 of this AD, if the degraded transducer
was replaced with a serviceable transducer;
or within 2,000 flight hours after replacement
if the degraded transducer was replaced with
a new transducer: Do the measurement for
that replacement transducer and repeat the
measurement thereafter at intervals not to
exceed the applicable interval specified in
Table 1 of this AD. Do the measurements in
accordance with Part A of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008.

(B) Within 1,000 flight hours after the
measurement required by paragraph (f) of
this AD, replace both degraded AOA
transducers with new or serviceable
transducers in accordance with Part C of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008. Until the
replacement is done, dispatch with two
degraded AOA transducers is allowed,
provided that the applicable Limitations
section of the airplane flight manual (AFM)
is revised to include the following statement
or a copy of this AD is inserted into the
applicable Limitations section of the AFM.

“Dispatch is allowed if:

(a) Operations are not conducted in visible
moisture (including standing water and
slush) in any form,

(b) Operations are not conducted in known
or forecast icing conditions,

(c) Both Ice Detection Systems are
operative; and,

(d) Operations are conducted in day VMC
conditions only.”

After the replacement has been
accomplished, the statement or the copy of
this AD may be removed from the AFM. At
the applicable time specified in Table 1 of
this AD, if the degraded transducer was
replaced with a serviceable transducer; or
within 2,000 flight hours after replacement
with a new transducer: Do the measurement
for that replacement transducer and repeat
the measurement thereafter at intervals not to
exceed the applicable interval specified in
Table 1 of this AD. Do the measurement in
accordance with Part A of Accomplishment
Instructions of Bombardier Service Bulletin
601R-27-153, Revision A, dated December
16, 2008.

(2) If, during any repetitive measurement
required by paragraphs (f)(1)(i), (f)(1)(ii), and
(f)(1)(iii) of this AD, any AOA transducer is
found to have an inrush current below 1.60
amps, before further flight, replace that
transducer in accordance with Part C of the
Accomplishment Instructions of Bombardier
Service Bulletin 601R—27-153, Revision A,
dated December 16, 2008. At the applicable
time specified in Table 1 of this AD, if the
degraded transducer was replaced with a
serviceable transducer; or within 2,000 flight
hours after replacement if the degraded
transducer was replaced with a new
transducer: Do the measurement for that

replacement transducer as specified in
paragraph (f)(1)(ii)(B) of this AD and repeat
the measurement thereafter at intervals not to
exceed the applicable interval specified in
Table 1 of this AD.

(3) Actions done before March 9, 2009, in
accordance with Bombardier Service Bulletin
601R-27-153, dated October 17, 2008, are
acceptable for compliance with the
corresponding requirements of paragraphs
(0(1) and (f)(2) of this AD.

New Requirements of This AD: Actions and
Compliance

(g) Unless already done, do the following
actions.

(1) For airplanes equipped with a
transducer having accumulated 7,500 or
fewer flight hours as of March 9, 2009, except
transducers that have been measured in
accordance with paragraph (f)(1) of this AD:
Do the actions specified in paragraph (f)(1) of
this AD before the transducer accumulates
7,500 total flight hours, or within 500 flight
hours after the effective date of this AD,
whichever occurs later.

(2) Within 900 flight hours after the
effective date of this AD, inspect AOA
transducers having P/N 45150340 or
C16258AA to determine the serial numbers.
A review of airplane maintenance records is
acceptable in lieu of this inspection if the
serial number of the AOA transducer can be
conclusively determined from that review.

(i) If the serial number is not identified in
paragraph 1.A.(1) of Bombardier Service
Bulletin 601R—27-154, dated December 1,
2008, no further action is required by this
paragraph.

(ii) If the part number and serial number
are identified in one of the tables in
paragraph 1.A.(1) of Bombardier Service
Bulletin 601R—27-154, dated December 1,
2008, and have the suffix “A,” no further
action is required by this paragraph.

Note 1: Bombardier Service Bulletin 601R—
27-154, dated December 1, 2008, references
Thales Avionics Service Bulletins 45150340~
31-004 and C16258A—-27-002, both dated
November 28, 2008, as additional sources of
guidance for part and serial number
information.

(iii) If the part number and serial number
are identified in a table in paragraph 1.A.(1)
of Bombardier Service Bulletin 601R—27-154,
dated December 1, 2008, before further flight,
replace the AOA transducer with a new or
serviceable transducer, in accordance with
the Accomplishment Instructions of
Bombardier Service Bulletin 601R-27-154,
dated December 1, 2008.

(3) As of the effective date of this AD, no
person may install a replacement AOA
transducer having P/N 45150340 or P/N
C16258AA with a serial number identified in
paragraph 1.A.(1) of Bombardier Service
Bulletin 601R-27-154, dated December 1,
2008, unless the serial number has the suffix
“A.”

FAA AD Differences

Note 2: This AD differs from the MCAI
and/or service information as follows: No
differences.

Other FAA AD Provisions

(h) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York Aircraft
Certification Office (ACO), ANE-170, FAA,
has the authority to approve AMOG:s for this
AD, if requested using the procedures found
in 14 CFR 39.19. Send information to ATTN:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York
11590; telephone (516) 228-7300; fax (516)
794-5531. Before using any approved AMOC
on any airplane to which the AMOC applies,
notify your principal maintenance inspector
(PMI) or principal avionics inspector (PAI),
as appropriate, or lacking a principal
inspector, your local Flight Standards District
Office. The AMOC approval letter must
specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(i) Refer to MCAI Canadian Airworthiness
Directive CF—2008-35, dated December 22,
2008; Bombardier Service Bulletin 601R—27—
154, dated December 1, 2008; and
Bombardier Service Bulletin 601R-27-153,
Revision A, dated December 16, 2008; for
related information.

Material Incorporated by Reference

(j) You must use Bombardier Service
Bulletin 601R-27-154, dated December 1,
2008; and Bombardier Service Bulletin 601R—
27-153, Revision A, dated December 16,
2008; as applicable; to do the actions
required by this AD, unless the AD specifies
otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
Bombardier Service Bulletin 601R-27-154,
dated December 1, 2008, under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) The Director of the Federal Register
previously approved the incorporation by
reference of Bombardier Service Bulletin
601R-27-153, Revision A, dated December
16, 2008, on March 9, 2009 (74 FR 7789,
February 20, 2009).

(3) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Québec H4S 1Y9,
Canada; telephone 514-855-5000; fax 514—
855—7401; e-mail
thd.crj@aero.bombardier.com; Internet http://
www.bombardier.com.

(4) You may review copies of the service
information at the FAA, Transport Airplane
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Directorate, 1601 Lind Avenue SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(5) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal register/
code_of federal regulations/
ibr locations.html.

Issued in Renton, Washington, on March
25, 2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-7801 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2010-0282; Directorate
Identifier 2009-NM-140-AD; Amendment
39-16262; AD 2010-08-07]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
340-500 and -600 Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

Following successive ECAM [electronic
centralized aircraft monitoring] warnings
during the approach phase, just after the
landing gear extension sequence and an
uneventful landing, the maintenance
inspection on an Airbus A340 has revealed
a hydraulic leak that was caused by the
failure of the Yellow high pressure (HP)
hydraulic pipe supplying the back-up Nose
Wheel Steering (NWS) which runs along the
lower part of the avionic bay from frame 17
to frame 20.

This leak resulted in the loss of the Yellow
hydraulic system and contamination of the
avionics bay with sprayed hydraulic fluid.

This condition, if not detected and
corrected, could result in an ingestion of
hydraulic fluid in the electrical connectors,
which could generate an arcing phenomenon
and, if sufficient energy is provided by the

arcing, lead to an ignition source, which
would be an unsafe condition.
* * * * *

This AD requires actions that are
intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective April
29, 2010.

The Director of the Federal Register
approved the incorporation by reference
of a certain publication listed in the AD
as of April 29, 2010.

We must receive comments on this
AD by June 1, 2010.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Vladimir Ulyanov, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227-1149.
SUPPLEMENTARY INFORMATION:

Discussion

The European Aviation Safety Agency
(EASA), which is the Technical Agent
for the Member States of the European
Community, has issued EASA
Airworthiness Directive 2009—-0130,
dated June 23, 2009 (referred to after
this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCAI states:

Following successive ECAM [electronic
centralized aircraft monitoring] warnings

during the approach phase, just after the
landing gear extension sequence and an
uneventful landing, the maintenance
inspection on an Airbus A340 has revealed
a hydraulic leak that was caused by the
failure of the Yellow high pressure (HP)
hydraulic pipe supplying the back-up Nose
Wheel Steering (NWS) which runs along the
lower part of the avionic bay from frame 17
to frame 20.

This leak resulted in the loss of the Yellow
hydraulic system and contamination of the
avionics bay with sprayed hydraulic fluid.

This condition, if not detected and
corrected, could result in an ingestion of
hydraulic fluid in the electrical connectors,
which could generate an arcing phenomenon
and, if sufficient energy is provided by the
arcing, lead to an ignition source, which
would be an unsafe condition.

This AD requires the repetitive [detailed]
inspection [for damage (e.g., chafing)] of the
Yellow HP hydraulic line from frame 17 to
the elbow connection near frame 20, the
application of the associated corrective
actions, as necessary, and the repetitive
performance of a bleeding of the NWS system
to verify the correct installation and
condition of the HP hydraulic line.

Required actions also include a detailed
inspection for missing or damaged P-
clamps including their grommets.
Corrective actions include replacing
damaged or missing P-clamp grommets
and replacing P-clamps. If any P-clamp
grommet is found missing or damaged,
inspecting the hydraulic pipe under
damaged P-clamps for chafing is
required. You may obtain further
information by examining the MCAI in
the AD docket.

Relevant Service Information

Airbus has issued All Operators Telex
A340-29A5014, dated October 14, 2008.
The actions described in this service
information are intended to correct the
unsafe condition identified in the
MCAIL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our
bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

There are no products of this type
currently registered in the United States.
However, this rule is necessary to
ensure that the described unsafe
condition is addressed if any of these



19208

Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

products are placed on the U.S. Register
in the future.

Differences Between the AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a NOTE within the AD.

FAA’s Determination of the Effective
Date

Since there are currently no domestic
operators of this product, notice and
opportunity for public comment before
issuing this AD are unnecessary.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA—2010-0282;
Directorate Identifier 2009-NM—-140—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that

section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-08-07 Airbus: Amendment 39-16262.
Docket No. FAA—-2010-0282; Directorate
Identifier 2009-NM-140-AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective April 29, 2010.

Affected ADs
(b) None.

Applicability

(c) This AD applies to all Airbus Model
A340-541 and —642 airplanes, certificated in
any category, all manufacturer serial
numbers.

Subject

(d) Air Transport Association (ATA) of
America Code 29: Hydraulic power.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

Following successive ECAM [electronic
centralized aircraft monitoring] warnings
during the approach phase, just after the
landing gear extension sequence and an
uneventful landing, the maintenance
inspection on an Airbus A340 has revealed
an hydraulic leak that was caused by the
failure of the Yellow high pressure (HP)
hydraulic pipe supplying the back-up Nose
Wheel Steering (NWS) which runs along the
lower part of the avionic bay from frame 17
to frame 20.

This leak resulted in the loss of the Yellow
hydraulic system and contamination of the
avionics bay with sprayed hydraulic fluid.

This condition, if not detected and
corrected, could result in an ingestion of
hydraulic fluid in the electrical connectors,
which could generate an arcing phenomenon
and, if sufficient energy is provided by the
arcing, lead to an ignition source, which
would be an unsafe condition.

This AD requires the repetitive [detailed]
inspection [for damage (e.g., chafing)] of the
Yellow HP hydraulic line from frame 17 to
the elbow connection near frame 20, the
application of the associated corrective
actions, as necessary, and the repetitive
performance of a bleeding of the NWS system
to verify the correct installation and
condition of the HP hydraulic line.

Required actions also include a detailed
inspection for missing or damaged P-clamps
including their grommets. Corrective actions
include replacing damaged or missing P-
clamp grommets and replacing P-clamps. If
any P-clamp grommet is found missing or
damaged, inspecting the hydraulic pipe
under damaged P-clamps for chafing is
required.

Actions and Compliance

(f) Unless already done, do the following
actions.

(1) At the applicable time specified in
paragraph (f)(1)(i) or (f)(1)(ii) of this AD:
Perform a detailed inspection for missing or
damaged P-clamps, including their
grommets, in accordance with the
instructions of Airbus All Operators Telex
A340-29A5014, dated October 14, 2008.

(i) If the airplane has accumulated 1,000
total flight cycles or more as of the effective
date of this AD: Within 100 flight cycles after
the effective date of this AD.

(ii) If the airplane has accumulated fewer
than 1,000 total flight cycles as of the
effective date of this AD: Within 250 flight
cycles after the effective date of this AD.

(2) If any P-clamp grommet is found
missing or damaged during the inspection
required by paragraph (f)(1) of this AD:
Perform a detailed inspection of the
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hydraulic pipe under the damaged P-clamp
for signs of damage (including bulging and
chafing) in accordance with the instructions
of Airbus All Operators Telex A340—
29A5014, dated October 14, 2008. If the
damage exceeds the applicable tolerance
specified in paragraph (f)(2)(i) and (f)(2)(ii) of
this AD, repair before further flight in
accordance with Airbus All Operators Telex
A340-29A5014, dated October 14, 2008.

Note 1: Guidance on repairing damage to
the hydraulic pipe under the damaged P-
clamp as specified in paragraph (f)(2) of this
AD is in AMM Task 20-23-11 of the Airbus
A340-600 Aircraft Maintenance Manual.

(i) For sharp-bottomed damage: 0.033 mm
(0.001 inch) maximum depth.

(ii) For round-bottomed damage: 0.066 mm
(0.003 inch) maximum depth.

(3) If any P-clamp or grommet is found
missing or damaged during the inspection
required by paragraph (f)(1) of this AD, before
further flight, replace the P-clamp, in
accordance with the instructions of Airbus
All Operators Telex A340-29A5014, dated
October 14, 2008.

(4) At the applicable time specified in
paragraph (f)(4)(@) or (f)(4)(ii) of this AD:
Perform a detailed inspection to detect
damage (including bulging and chafing) of
the yellow high pressure hydraulic line from
frame 17 to the elbow connection near frame
20, in accordance with the instructions of
Airbus All Operators Telex A340-29A5014,
dated October 14, 2008. If any damage is
detected, before further flight, repair the
pipeline in accordance with the instructions
of Airbus All Operators Telex A340-
29A5014, dated October 14, 2008.

Note 2: Guidance on repairing damage to
the hydraulic pipe under the damaged P-
clamp as specified in paragraph (f)(2) of this
AD is in Task 20-23-11 of the Airbus A340—
600 Aircraft Maintenance Manual.

(i) If the airplane has accumulated 1,000
total flight cycles or more as of the effective
date of this AD: Within 100 flight cycles after
the effective date of this AD.

(ii) If the airplane has accumulated fewer
than 1,000 total flight cycles as of the
effective date of this AD: Within 250 flight
cycles after the effective date of this AD.

(5) At the same time as accomplishing the
actions required by paragraphs (f)(1) and
(f)(4) of this AD: Perform a bleeding of the
nose wheel steering system, in accordance
with the instructions of Airbus All Operators
Telex A340-29A5014, dated October 14,
2008.

(6) Repeat the inspection required by
paragraphs (f)(1) and (f)(4) of this AD and the
bleeding of the nose wheel steering system
required by paragraph (f)(5) of this AD at
intervals not to exceed 500 flight cycles.

(7) At the applicable time in paragraph
()(7)(d) or (f)(7)(ii) of this AD, submit a report
of the findings (both positive and negative)
of the inspections required by paragraphs
(H)(1) and (f)(4) of this AD to Airbus Customer
Services, Engineering and Technical Support,
ATTN: Mr. C. DUPHIL, SEEL4, 1 Rond Point
Maurice Bellonte, 31707 Blagnac Cedex,
France; telephone: +33/(0)5 61 93 40 05; fax:
+33/(0)5 61 67 19 12 05; e-mail:
christophe.duphil@airbus.com.

(i) If the inspection was done on or after
the effective date of this AD: Submit the
report within 30 days after the inspection.

(ii) If the inspection was done before the
effective date of this AD: Submit the report
within 30 days after the effective date of this
AD.

FAA AD Differences

Note 3: This AD differs from the MCAI
and/or service information as follows:
Although the MCALI does not tell you to
submit information to Airbus, paragraph
(f)(7) of this AD specifies that such submittal
is required.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, has the authority to
approve AMOCs for this AD, if requested
using the procedures found in 14 CFR 39.19.
Send information to ATTN: Vladimir
Ulyanov, Aerospace Engineer, International
Branch, ANM-116, Transport Airplane
Directorate, FAA, 1601 Lind Avenue, SW.,
Renton, Washington 98057-3356; telephone
(425) 227-1138; fax (425) 227—1149. Before
using any approved AMOG on any airplane
to which the AMOC applies, notity your
principal maintenance inspector (PMI) or
principal avionics inspector (PAI), as
appropriate, or lacking a principal inspector,
your local Flight Standards District Office.
The AMOC approval letter must specifically
reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Gontrol
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency (EASA) Airworthiness
Directive 2009-0130, dated June 23, 2009;
and Airbus All Operators Telex A340-
29A5014, dated October 14, 2008; for related
information.

Material Incorporated by Reference

(i) You must use Airbus All Operators
Telex A340-29A5014, dated October 14,
2008, to do the actions required by this AD,
unless the AD specifies otherwise. (The issue
date of Airbus All Operators Telex A340—
29A5014 is indicated only on the first page
of the document.)

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Airbus SAS—Airworthiness
Office—EAL, 1 Rond Point Maurice Bellonte,
31707 Blagnac Cedex, France; telephone +33
5 61 93 36 96; fax +33 5 61 93 45 80; e-mail:
airworthiness.A330-A340@airbus.com;
Internet http://www.airbus.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal_register/
code of federal regulations/
ibr locations.html.

Issued in Renton, Washington, on April 1,
2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-8180 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2010-0056; Directorate
Identifier 2009—-CE-051-AD; Amendment
39-16259; AD 2010-08-04]

RIN 2120-AA64

Airworthiness Directives; British
Aerospace Regional Aircraft Model
HP.137 Jetstream Mk.1, Jetstream
Series 200, Jetstream Series 3101, and
Jetstream Model 3201 Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: We are superseding an
existing airworthiness directive (AD) for
the products listed above. This AD
results from mandatory continuing
airworthiness information (MCAI)
issued by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation
product. The MCAI describes the unsafe
condition as:

Cracks have been found in the NLG
steering jack piston rod adjacent to the eye-
end. This was caused by excessive torque
which had been applied to the eye-end
during assembly of the unit. Severe cracking,
if not detected and corrected, can cause the
jack to fail during operation, which may lead
to loss of directional control of the aeroplane
during critical phases of take-off and landing.
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We are issuing this AD to require
actions to correct the unsafe condition
on these products.

DATES: This AD becomes effective May
19, 2010.

On May 19, 2010, the Director of the
Federal Register approved the
incorporation by reference of British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA030644,
Revision No. 1, dated August 19, 2008;
British Aerospace Jetstream Series 3100
& 3200 Service Bulletin No. 32-JM5414,
dated August 6, 2004; and APPH Ltd.
Bulletin 32-77, dated October 2003,
listed in this AD.

As of June 26, 2007 (72 FR 28587,
May 22, 2007), the Director of the
Federal Register approved the
incorporation by reference of BAE
Systems British Aerospace Jetstream
Series 3100 & 3200 Service Bulletin 32—
JA030644, dated October 6, 2003; and
APPH Ltd. Service Bulletin 32-76,
Revision 1, dated August 2003, listed in
this AD.

As of May 22, 2003 (68 FR 16195,
April 3, 2003), the Director of the
Federal Register approved the
incorporation by reference of British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA020741,
dated November 2, 2002.

ADDRESSES: You may examine the AD
docket on the Internet at http://
www.regulations.gov or in person at the
Docket Management Facility, U.S.
Department of Transportation, Docket
Operations, M—30, West Building
Ground Floor, Room W12-140, 1200
New Jersey Avenue, SE., Washington,
DC 20590.

FOR FURTHER INFORMATION CONTACT:
Taylor Martin, Aerospace Engineer,
FAA, Small Airplane Directorate, 901
Locust, Room 301, ACE-112, Kansas
City, Missouri 64106; telephone: (816)
329-4138; fax: (816) 329-4090.
SUPPLEMENTARY INFORMATION:

Discussion

We issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to the specified products. That
NPRM was published in the Federal
Register on January 21, 2010 (75 FR
3418), and proposed to supersede AD
2007-10-14, Amendment 39-15055 (72
FR 28587, May 22, 2007). That NPRM
proposed to correct an unsafe condition
for the specified products. The MCAI
states that:

Cracks have been found in the NLG
steering jack piston rod adjacent to the eye-
end. This was caused by excessive torque
which had been applied to the eye-end
during assembly of the unit. Severe cracking,

if not detected and corrected, can cause the

jack to fail during operation, which may lead
to loss of directional control of the aeroplane
during critical phases of take-off and landing.

To address this unsafe condition, the UK
CAA issued AD 003-11-2002 (which
references BAE Systems Service Bulletin (SB)
32-JA020741), requiring an inspection for
cracks and a measurement of the release
torque of the piston rod end fitting to
determine a new safe life (remaining fatigue
life) for individual units. The revised safe life
was calculated in accordance with the
formula provided in associated APPH Ltd
(the NLG Jack manufacturer) SB 32-76.

Following the completion of testing, APPH
determined that the remaining fatigue life
needed further reduction and published
inspection criteria and a revised formula for
calculating the piston safe life. This
calculation and a revised end fitting
tightening torque are contained in APPH SB
32-76 Revision 1. As a result, pistons which
were previously calculated to have
significant remaining life could possibly be
unserviceable.

In response to this development, BAE
Systems issued SB 32-JA030644 so that a
revised calculation could be performed to
establish the safe life of NLG steering jack
pistons. Where not previously accomplished,
the SB also recognised the need to inspect
the piston for cracking and to measure the
torque loading of the piston to eye-end joint
so that safe life calculation could be
performed. This SB superseded the earlier SB
32-JA020741 that produced an overly
optimistic assessment of the component’s
safe life. The CAA UK issued AD G-2004—
0029, superseding AD 003-11-2002, to
require the accomplishment of these
corrective actions.

Subsequent to the original issue of BAE
Systems SB 32-JA030644, APPH introduced
a modified unit (optionally installed on
aeroplanes by application of BAE Systems SB
32-JM5414) that incorporates a strengthened
piston with a defined safe life. This safe life
is not calculated in accordance with the
instructions of BAE Systems SB 32—
JA030644, but is already declared in BAE
Systems SB 32-JA981042, currently at
revision 7. In response to requests for
clarification, BAE Systems has revised SB
32-JA030644 to exclude those aeroplanes
from the ‘Effectivity’ that have the modified
steering jack assembly installed in
accordance with BAE modification JM5414.

For the reasons described above, this new
AD retains the requirements of UK CAA AD
G—2004-0029, which is superseded, and
confirms that for aeroplanes incorporating
BAE modification J]M5414, no further action
is required.

Comments

We gave the public the opportunity to
participate in developing this AD. We
received no comments on the NPRM or
on the determination of the cost to the
public.

Conclusion

We reviewed the available data and
determined that air safety and the

public interest require adopting the AD
as proposed.

Differences Between This AD and the
MCALI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a Note within the AD.

Costs of Compliance

We estimate that this AD will affect
190 products of U.S. registry. We also
estimate that it will take about 2 work-
hours per product to comply with the
basic requirements of this AD. The
average labor rate is $85 per work-hour.

Based on these figures, we estimate
the cost of this AD to the U.S. operators
to be $32,300, or $170 per product.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.
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For the reasons discussed above, I
certify this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866;

(2) Is not a “significant rule” under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD Docket.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Management Facility between 9
a.m. and 5 p.m., Monday through
Friday, except Federal holidays. The AD
docket contains the NPRM, the
regulatory evaluation, any comments
received, and other information. The
street address for the Docket Office
(telephone (800) 647—-5527) is in the
ADDRESSES section. Comments will be
available in the AD docket shortly after
receipt.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:
Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]
m 2. The FAA amends § 39.13 by
removing Amendment 39-15055 (72 FR
28587; May 22, 2007), and adding the
following new AD:
2010-08-04 British Aerospace Regional
Aircraft: Amendment 39-16259; Docket
No. FAA-2010-0056; Directorate
Identifier 2009—-CE-051-AD.
Effective Date
(a) This airworthiness directive (AD)
becomes effective May 19, 2010.
Affected ADs
(b) This AD supersedes AD 2007-10-14,
Amendment 39-15055.
Applicability
(c) This AD applies to Model HP.137
Jetstream Mk.1, Jetstream Series 200,

Jetstream Series 3101, and Jetstream Model
3201 airplanes, all serial numbers, that are:
(1) Equipped with steering jack part
number (P/N) 6182—2, P/N 6182-3, or P/N
6182—4; and
(2) Certificated in any category.

Subject

(d) Air Transport Association of America
(ATA) Code 32: Landing Gear.

Reason

(e) The mandatory continuing
airworthiness information (MCAI) states:

Cracks have been found in the NLG
steering jack piston rod adjacent to the eye-
end. This was caused by excessive torque
which had been applied to the eye-end
during assembly of the unit. Severe cracking,
if not detected and corrected, can cause the
jack to fail during operation, which may lead
to loss of directional control of the aeroplane
during critical phases of take-off and landing.

To address this unsafe condition, the UK
CAA issued AD 003-11-2002 (which
references BAE Systems Service Bulletin (SB)
32-JA020741), requiring an inspection for
cracks and a measurement of the release
torque of the piston rod end fitting to
determine a new safe life (remaining fatigue
life) for individual units. The revised safe life
was calculated in accordance with the
formula provided in associated APPH Ltd
(the NLG Jack manufacturer) SB 32-76.

Following the completion of testing, APPH
determined that the remaining fatigue life
needed further reduction and published
inspection criteria and a revised formula for
calculating the piston safe life. This
calculation and a revised end fitting
tightening torque are contained in APPH SB
32-76 Revision 1. As a result, pistons which
were previously calculated to have
significant remaining life could possibly be
unserviceable.

In response to this development, BAE
Systems issued SB 32—-JA030644 so that a
revised calculation could be performed to
establish the safe life of NLG steering jack
pistons. Where not previously accomplished,
the SB also recognised the need to inspect
the piston for cracking and to measure the
torque loading of the piston to eye-end joint
so that safe life calculation could be
performed. This SB superseded the earlier SB
32-JA020741 that produced an overly
optimistic assessment of the component’s
safe life. The CAA UK issued AD G-2004—
0029, superseding AD 003-11-2002, to
require the accomplishment of these
corrective actions.

Subsequent to the original issue of BAE
Systems SB 32-JA030644, APPH introduced
a modified unit (optionally installed on
aeroplanes by application of BAE Systems SB
32-JM5414) that incorporates a strengthened
piston with a defined safe life. This safe life
is not calculated in accordance with the
instructions of BAE Systems SB 32—
JA030644, but is already declared in BAE
Systems SB 32-JA981042, currently at
revision 7. In response to requests for
clarification, BAE Systems has revised SB
32-JA030644 to exclude those aeroplanes
from the ‘Effectivity’ that have the modified
steering jack assembly installed in
accordance with BAE modification J]M5414.

For the reasons described above, this new
AD retains the requirements of UK CAA AD
G—2004-0029, which is superseded, and
confirms that for aeroplanes incorporating
BAE modification JM5414, no further action
is required.

Actions and Compliance

(f) Unless already done, do the following
actions:

(1) For airplanes where the actions in
British Aerospace Jetstream Series 3100 &
3200 Service Bulletin No. 32-JA020741,
dated November 2, 2002 (APPH Ltd. Service
Bulletin 32-76, Revision 1, dated August
2003), have not already been done:

(i) Within 2 months after June 26, 2007 (the
effective date retained from AD 2007-10-14),
inspect the steering jack piston rod, check the
torque of the end fitting, and determine the
safe life of the steering jack piston rod
following BAE Systems British Aerospace
Jetstream Series 3100 & 3200 Service Bulletin
32-JA030644, dated October 6, 2003. You
may do the actions required in this paragraph
following paragraph 2, Part 1 of British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA030644, Revision
No. 1, dated August 19, 2008, to comply with
this AD.

(ii) If the piston rod is found cracked or
unserviceable during the inspection required
in paragraph (f)(1)(i) of this AD, before
further flight, remove the steering jack and
replace it with a serviceable unit.

(2) For airplanes where the actions in BAE
British Aerospace Jetstream Series 3100 &
3200 Service Bulletin No. 32-JA020741,
dated November 2, 2002 (APPH Ltd. Service
Bulletin 32-76, Revision 1, dated August
2003), have already been done:

(i) Within 3 months after June 26, 2007 (the
effective date retained from AD 2007-10-14),
recalculate the safe life of the steering jack
piston rod and re-torque the piston rod eye-
end following BAE Systems British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin 32-JA030644, dated October
6, 2003. You may do the actions required in
this paragraph following paragraph 2, Part 2
of British Aerospace Jetstream Series 3100 &
3200 Service Bulletin No. 32-JA030644,
Revision No. 1, dated August 19, 2008, to
comply with this AD.

(ii) If the piston rod is found unserviceable
during the inspection required in paragraph
(f)(2)() of this AD, before further flight,
remove the steering jack and replace it with
a serviceable unit.

(3) For airplanes equipped with steering
jack part number (P/N) 6182-2, P/N 6182-3,
or P/N 6182—4 incorporating Strike-off 4,
installed by BAE Systems modification
JM5414 (refer to British Aerospace Jetstream
Series 3100 & 3200 Service Bulletin No. 32—
JM5414, dated August 6, 2004; and APPH
Ltd. Bulletin 32—77, dated October 2003): the
actions specified in paragraph (f)(1), (£)(1)(i),
0(2)(11), (1)(2), (D(2){1), or (£)(2)(ii) of this AD
are not required.

(4) For all airplanes: After June 26, 2007
(the effective date retained from AD 2007—
10-14), do not install a steering jack piston
rod with P/N 6182-2, P/N 6182-3, or P/N
6182—4, unless it has been inspected and the
safe life recalculated following BAE Systems
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British Aerospace Jetstream Series 3100 &
3200 Service Bulletin 32-JA030644, dated
October 6, 2003. You may inspect and
recalculate the safe life of the steering jack
piston rod following paragraph 2 of British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA030644, Revision
No. 1, dated August 19, 2008, to comply with
this AD.

FAA AD Differences

Note: This AD differs from the MCAI and/
or service information as follows: No
differences.

Other FAA AD Provisions

(g) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, Standards Office,
FAA, has the authority to approve AMOCs
for this AD, if requested using the procedures
found in 14 CFR 39.19. Send information to
ATTN: Taylor Martin, Aerospace Engineer,
FAA, Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329-4138; fax: (816) 329—
4090. Before using any approved AMOC on
any airplane to which the AMOC applies,
notify your appropriate principal inspector
(PI) in the FAA Flight Standards District
Office (FSDO), or lacking a PI, your local
FSDO.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective
actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required
to assure the product is airworthy before it
is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(h) Refer to MCAI European Aviation
Safety Agency (EASA) AD No.: 2009-0135,
dated June 23, 2009; British Aerospace
Jetstream Series 3100 & 3200 Service Bulletin
No. 32-JA020741, dated November 2, 2002;
BAE Systems British Aerospace Jetstream
Series 3100 & 3200 Service Bulletin 32—
JA030644, dated October 6, 2003; British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA030644, Revision
No. 1, dated August 19, 2008; British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JM5414, dated
August 6, 2004; APPH Ltd. Service Bulletin
32-76, Revision 1, dated August 2003; and
APPH Ltd. Service Bulletin 32-77, dated
October 2003, for related information.

Material Incorporated by Reference

(1) You must use British Aerospace
Jetstream Series 3100 & 3200 Service Bulletin
No. 32-JA020741, dated November 2, 2002;
BAE Systems British Aerospace Jetstream
Series 3100 & 3200 Service Bulletin 32—

JA030644, dated October 6, 2003; British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JA030644, Revision
No. 1, dated August 19, 2008; British
Aerospace Jetstream Series 3100 & 3200
Service Bulletin No. 32-JM5414, dated
August 6, 2004; APPH Ltd. Service Bulletin
32-76, Revision 1, dated August 2003; and
APPH Ltd. Service Bulletin 32-77, dated
October 2003, to do the actions required by
this AD, unless the AD specifies otherwise.

(1) The Director of the Federal Register
approved the incorporation by reference of
British Aerospace Jetstream Series 3100 &
3200 Service Bulletin No. 32-JA030644,
Revision No. 1, dated August 19, 2008;
British Aerospace Jetstream Series 3100 &
3200 Service Bulletin No. 32-JM5414, dated
August 6, 2004; and APPH Ltd. Bulletin 32—
77, dated October 2003, under 5 U.S.C. 552(a)
and 1 CFR part 51.

(2) On June 26, 2007 (72 FR 28587, May
22, 2007), the Director of the Federal Register
previously approved the incorporation by
reference of BAE Systems British Aerospace
Jetstream Series 3100 & 3200 Service Bulletin
32-JA030644, dated October 6, 2003; and
APPH Ltd. Service Bulletin 32—-76, Revision
1, dated August 2003.

(3) On May 22, 2003 (68 FR 16195, April
3, 2003), the Director of the Federal Register
previously approved the incorporation by
reference of British Aerospace Jetstream
Series 3100 & 3200 Service Bulletin No. 32—
JA020741, dated November 2, 2002.

(4) For service information identified in
this AD, contact BAE Systems (Operations)
Ltd, Customer Information Department,
Prestwick International Airport, Ayrshire,
KA9 2RW, Scotland, United Kingdom;
Telephone +44 1292 675207, Facsimile +44
1292 675704; E-mail:
RApublications@baesystems.com.

(5) You may review copies of the service
information incorporated by reference for
this AD at the FAA, Central Region, Office of
the Regional Counsel, 901 Locust, Kansas
City, Missouri 64106. For information on the
availability of this material at the Central
Region, call (816) 329-3768.

(6) You may also review copies of the
service information incorporated by reference
for this AD at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call (202) 741-6030, or go
to: http://www.archives.gov/federal_register/
code_of federal_regulations/
ibr_locations.html.

Issued in Kansas City, Missouri, on March
31, 2010.
Steven R. Thompson,

Acting Manager, Small Airplane Directorate,
Alrcraft Certification Service.

[FR Doc. 2010-7918 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71
[Docket No. FAA—-2009-1009; Airspace
Docket No. 09—-AWP-11]

Modification of Class E Airspace;
Oxnard, CA

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action will modify Class
E airspace at Point Mugu Naval Air
Station (NAS), Oxnard, CA. Additional
controlled airspace is necessary to
accommodate aircraft flying in the Los
Angeles Air Route Traffic Control
Center’s (ARTCC’s) airspace area. The
FAA is taking this action to enhance the
safety and management of aircraft
operations in Los Angeles ARTCC'’s
airspace. This action also makes a minor
change to the name and geographic
coordinates of Point Mugu NAS,
Oxnard, CA.

DATES: Effective Date: 0901 UTC, June 3,
2010. The Director of the Federal
Register approves this incorporation by
reference action under 1 CFR part 51,
subject to the annual revision of FAA
Order 7400.9 and publication of
conforming amendments.

FOR FURTHER INFORMATION CONTACT:
Eldon Taylor, Federal Aviation
Administration, Operations Support
Group, Western Service Center, 1601
Lind Avenue, SW., Renton, WA 98057;
telephone (425) 203—4537.
SUPPLEMENTARY INFORMATION:

History

On December 29, 2009, the FAA
published in the Federal Register a
notice of proposed rulemaking to
establish additional controlled airspace
at Point Mugu NAS, Oxnard, CA (74 FR
68748). Interested parties were invited
to participate in this rulemaking effort
by submitting written comments on the
proposal to the FAA. No comments
were received. The FAA found the
acronym NAS in the airport name was
typed as NAWS, and also updates the
geographic coordinates to coincide with
the FAA’s National Aeronautical
Charting Office.

Class E airspace designations are
published in paragraph 6005 of FAA
Order 7400.9T signed August 27, 2009,
and effective September 15, 2009, which
is incorporated by reference in 14 CFR
part 71.1. The Class E airspace
designations listed in this document
will be published subsequently in that
Order.
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The Rule

This action amends Title 14 Code of
Federal Regulations (14 CFR) part 71 by
adding additional Class E airspace 700
and 1,200 feet above the surface for
Point Mugu NAS, Oxnard, CA, to
accommodate the vectoring of aircraft
flying en route, in and out of the Los
Angeles ARTCC’s airspace area. This
action enhances the safety and
management of aircraft operations in
Los Angeles ARTCC’s airspace. This
action also changes the name from Point
Mugu NAWS, to Point Mugu NAS, and
updates the geographic coordinates of
Point Mugu NAS, Oxnard, CA.

The FAA has determined this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. Therefore, this regulation: (1) Is
not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified this rule, when promulgated,
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act. The FAA’s
authority to issue rules regarding
aviation safety is found in Title 49 of the
U.S. Code. Subtitle 1, Section 106
discusses the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority. This
rulemaking is promulgated under the
authority described in Subtitle VII, Part
A, Subpart I, Section 40103. Under that
section, the FAA is charged with
prescribing regulations to assign the use
of airspace necessary to ensure the
safety of aircraft and the efficient use of
airspace. This regulation is within the
scope of that authority as it establishes
additional controlled airspace at Point
Mugu NAS, Oxnard, CA.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment
m In consideration of the foregoing, the

Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
B, C, D AND E AIRSPACE AREAS; AIR
TRAFFIC SERVICE ROUTES; AND
REPORTING POINTS

m 1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E. O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

m 2. The incorporation by reference in

14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9T, Airspace
Designations and Reporting Points,
signed August 27, 2009, and effective
September 15, 2009, is amended as
follows:

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * *

AWP CA E5 Oxnard, CA

Point Mugu NAS (Naval Base Ventura Co),
CA

(Lat. 34°07°09”N., long. 119°07'10"W.)

That airspace extending upward from 700
feet above the surface beginning at lat.
34°01'56”N., long. 119°01"44”W.; to lat.
34°02"30”N., long. 118°53"33”W.; to lat.
34°19’30”N., long. 118°53'03”W.; to lat.
34°19’30”N., long. 119°29'53”W.; thence 3
miles west of and parallel to the shoreline to
lat. 34°14’50”N., long. 119°22’03”W.; to lat.
34°14’45”N., long. 119°23"33”W.; to lat.
34°06’55”N., long. 119°22"33”W.; to lat.
34°07’41"N., long. 119°15’40”W., thence via a
7-mile radius of Point Mugu NAS to the point
of beginning. That airspace extending
upward from 1,200 feet above the surface
bounded by a line beginning at lat.
34°30°00”N., long. 118°50°03”W.; to lat.
34°00’00"N., long. 118°50'03”W.; to lat.
34°00°00”N., long. 119°05°00”"W.; to lat.
33°52’03”N., long. 119°06'59”W.; to lat.
33°28730”N., long. 119°07°03”W.; to lat.
33°28’30”N., long. 118°47°00"W.; to lat.
33°1930”N., long. 118°37°03”W.; to lat.
32°53’00”N., long. 119°13'00”W.; to lat.
33°05’00”N., long. 119°45°07”W.; to lat.
33°53’00”"N., long. 120°38’00”W.; lat.
33°54’00”N., long. 120°00°03”W.; to lat.
34°20’00"N., long. 120°00'04”W.; to lat.
34°20°00”N., long. 119°30°03”W.; to lat.
34°30’00"N., long. 119°30°03”W., thence to
the point of beginning, excluding that
airspace more than 12 nautical miles from
the shoreline. That airspace extending
upward from 5,000 feet MSL bounded by a
line beginning at lat. 34°08’00”N., long.
120°00’03”W.; to lat. 33°54’00”N., long.
120°0003”W.; to lat. 33°53’00”N., long.
120°38’00”W.; to lat. 33°55’00”N., long.
120°40’00”W.; lat. 34°00°00”N., long.
120°43’00”W.; to lat. 34°06"15”N., long.
120°30°04” W.; to lat. 34°08’00”N., long.
120°26’04”W., thence to the point of
beginning, excluding that airspace more than
12 nautical miles from the shoreline.

Issued in Seattle, Washington, on March
31, 2010.

Robert E. Henry,

Acting Manager, Operations Support Group,
Western Service Center .

[FR Doc. 2010-8407 Filed 4-13-10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 2

[Docket No. FDA-2006—N-0304] (formerly
Docket No. 2006N-0262)

RIN 0910-AF92

Use of Ozone-Depleting Substances;
Removal of Essential-Use Designation
(Flunisolide, etc.)

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA), after
consultation with the Environmental
Protection Agency (EPA), is amending
FDA'’s regulation on the use of ozone-
depleting substances (ODSs) in self-
pressurized containers to remove the
essential-use designations for
flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil used in oral
pressurized metered-dose inhalers
(MDIs). The Clean Air Act requires FDA,
in consultation with the EPA, to
determine whether an FDA-regulated
product that releases an ODS is an
essential use of the ODS. FDA has
concluded that there are no substantial
technical barriers to formulating
flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil as products
that do not release ODSs, and therefore
they will no longer be essential uses of
ODSs as of the effective dates of this
rule. MDIs for these active moieties
containing an ODS may not be marketed
after the relevant effective date.

DATES: Removal of § 2.125(e)(2)(iii) and
§2.125(e)(4)(vii) is effective June 14,
2010. Removal of §2.125(e)(1)(v) and
§2.125(e)(4)(iv) is effective December
31, 2010. Removal of § 2.125(e)(1)(iii) is
effective June 30, 2011. Removal of
§2.125(e)(2)(iv) and § 2.125(e)(4)(viii) is
effective December 31, 2013.
ADDRESSES: For access to the docket to
read background documents or
comments received, go to http://
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www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Martha Nguyen, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, rm. 6352,
Silver Spring, MD 20993-0002, 301—
796-3601.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Introduction and Highlights of the
Rule

II. Background
A. CFCs
B. Regulation of ODSs
1. The 1978 Rules
2. The Montreal Protocol

3. The 1990 Amendments to the Clean

Air Act
4. EPA’s Implementing Regulations
5. FDA’s 2002 Regulation
III. Criteria
IV. Comments on the 2007 Proposed
Rule
A. Flunisolide, Triamcinolone,
Metaproterenol

B. Cromolyn and Nedocromil

C. Pirbuterol

1. Do Substantial Technical Barriers
To Formulating Pirbuterol Products
Without ODSs Exist?

2. Do Pirbuterol MDIs Provide an
Otherwise Unavailable Important
Public Health Benefit?

a. Does Pirbuterol Provide a Greater
Therapeutic Benefit Than Similar
Adrenergic Bronchodilators?

b. Does the Breath-Actuated Device
Associated With Pirbuterol MDIs
Provide an Important Public Health
Benefit?

3. Does Use of Pirbuterol MDIs
Release Cumulatively Significant
Amounts of ODSs Into the
Atmosphere and Is the Release
Warranted Because These MDIs
Provide an Otherwise Unavailable
Important Public Health Benefit?

4. Additional Comments on
Miscellaneous Issues

a. Sufficiency of Advisory Committee
and Open Public Meetings

b. Sufficiency of Proposed Rule

c. Regulatory Flexibility Act

d. National Environmental Policy Act

D. Albuterol and Ipratropium in
Combination

1. Do Substantial Technical Barriers

To Formulating Products
Containing Albuterol and
Ipratropium in Combination
Without ODSs Exist?

2. Do MDIs Containing Albuterol and
Ipratropium in Combination
Provide an Otherwise Unavailable
Important Public Health Benefit?

3. Does Use of MDIs Containing
Albuterol and Ipratropium in
Combination Release Cumulatively
Significant Amounts of ODSs Into
the Atmosphere and Is the Release
Warranted Because These MDIs
Provide an Otherwise Unavailable
Important Public Health Benefit?

. Additional Comments on
Miscellaneous Issues

. Criteria Used in Rulemaking

. Intent to Reformulate

. Deadline for Overall CFC Phase-Out
d. Sufficiency of Advisory Committee

Meeting
E. Effective dates
F. Conclusions

V. Environmental Impact

VI. Analysis of Impacts
A. Introduction
B. Need for Regulation and the

Objective of this Rule
C. Background

. CFCs and Stratospheric Ozone

. The Montreal Protocol

. Benefits of the Montreal Protocol

. Characteristics of COPD

. Characteristics of Asthma

. Current U.S. Market for CFC MDIs

. Benefits and Costs of the Final Rule

. Baseline Conditions

. Benefits of the Final Rule

. Reduced CFC Emissions

. Returns on Investment in
Environmentally-Friendly
Technology

S
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. International Cooperation
. Costs of the Final Rule
. Effects on Medicare and Medicaid
. Medicaid
. Medicare
. Alternative Phase-Out Dates

F. Sensitivity Analyses

G. Conclusion
VII. Regulatory Flexibility Analysis
VIIL. The Paperwork Reduction Act of
1995

Mo b wo

IX. Federalism
X. References

I. Introduction and Highlights of the
Rule

With this rule, FDA removes the last
remaining essential-use designations for
chlorofluorocarbons (CFCs) used in
MDIs for the treatment of asthma and
chronic obstructive pulmonary disease
(COPD). This regulatory action is the
culmination of many years of efforts to

protect the environment by limiting the
production and use of ODSs. It began
with a rulemaking in 1978 and involved
an international treaty, legislation, and
rulemakings as described in the
background section. After the effective
date of this rule, there will remain only
three essential uses of ODSs: (1)
Anesthetic drugs for topical use on
accessible mucous membranes of
humans where a cannula is used for
application; (2) metered-dose atropine
sulfate aerosol human drugs
administered by oral inhalation; and (3)
sterile aerosol talc administered
intrapleurally by thoracoscopy for
human use (21 CFR 2.125(e)(4)(iii), (vi),
and (ix)).

On June 11, 2007, FDA published a
proposed rule in the Federal Register
(72 FR 32030) (the proposed rule),
proposing to remove the essential-use
designations for oral pressurized MDIs
containing flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil. These MDIs
containing chlorofluorocarbons (CFCs)
or other ODSs may not be marketed
without an essential-use designation.
There are three criteria that must all be
met for each of these MDIs to retain
their essential-use designation. For each
of these MDIs to retain its essential-use
designation, we must find that:

1. Substantial technical barriers exist
to formulating the product without
ODSs;

2. The product will provide an
unavailable important public health
benefit; and

3. Use of the product does not release
cumulatively significant amounts of
ODSs into the atmosphere or the release
is warranted in view of the unavailable
important public health benefit.

With respect to MDIs containing
flunisolide, triamcinolone,
metaproterenol, pirbuterol, cromolyn,
and nedocromil, we tentatively found in
the proposed rule that no substantial
technical barriers exist to formulating
them without ODSs, they do not provide
an otherwise unavailable important
public health benefit because of the
availability of therapeutic alternatives,
and the release of ODSs into the
atmosphere from these MDIs is
cumulatively significant and is not
warranted because they do not provide
an otherwise unavailable important
public health benefit. In addition, we
had proposed an effective date for this
rule of December 31, 2009.

After considering the information
received at the August 2, 2007, public
meeting and written comments
submitted in response to the proposal,
FDA has concluded that there are no
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substantial technical barriers to
formulating flunisolide, triamcinolone,
metaproterenol, pirbuterol, cromolyn,
and nedocromil as products that do not
release ODSs, and therefore flunisolide,
triamcinolone, metaproterenol,
pirbuterol, cromolyn, and nedocromil
no longer meet the criteria to be an
essential use of ODSs. We have also
determined that the appropriate
effective date for the removal of the
essential-use designation for
metaproterenol and nedocromil MDIs is
June 14, 2010, the appropriate effective
date for the removal of the essential-use
designation for triamcinolone and
cromolyn MDIs is December 31, 2010,
and the appropriate effective date for
the removal of the essential-use
designation for flunisolide is June 30,
2011. In addition, we have determined
that the appropriate effective date for
pirbuterol is December 31, 2013,
because this date provides over 3 years
for Maxair Autohaler (pirbuterol acetate
inhalation aerosol) users who are
accustomed to a breath-actuated device
to consult with their health care
providers, evaluate options, and
transition to appropriate therapeutic
alternatives. We will discuss our
determinations on the criteria and the
effective date in section IV of this
document, “Comments on the 2007
Proposed Rule.”

With respect to MDIs containing
albuterol and ipratropium in
combination, we were unable to
determine initially whether substantial
technical barriers exist to formulating
them without ODSs. In the proposed
rule, we tentatively found that these
MDIs do not provide an otherwise
unavailable important public health
benefit and the release of ODSs into the
atmosphere from these MDIs is
cumulatively significant and is not
warranted because they do not provide
an otherwise unavailable important
public health benefit. Again, we
proposed an effective date for this rule
of December 31, 2009.

After considering the information
received at the August 2, 2007, public
meeting and written comments
submitted in response to the proposal,
FDA has concluded that there are no
substantial technical barriers to
formulating albuterol and ipratropium
bromide in combination as a product
that does not release ODSs, and
therefore albuterol and ipratropium
bromide in combination no longer meets
the criteria to be an essential use of
ODSs. We have determined that the
appropriate effective date for the
removal of the essential-use designation
for albuterol and ipratropium bromide
in combination is December 31, 2013,

because this date provides over 3 years
to disseminate information about the
transition to Combivent Inhalation
Aerosol users who may have multiple
health conditions that may make the
transition to therapeutic alternatives
more difficult. The transition period
allows these individuals time to consult
with their health care providers,
evaluate options, and transition to
appropriate therapeutic alternatives. We
will discuss our determinations on the
criteria and the effective date in section
IV of this document “Comments on the
2007 Proposed Rule.”

II. Background
A. CFCs

Chlorofluorocarbons (CFCs) are
organic compounds that contain carbon,
chlorine, and fluorine atoms. CFCs were
first used commercially in the early
1930s as a replacement for hazardous
materials then used in refrigeration,
such as sulfur dioxide and ammonia.
Subsequently, CFCs were found to have
a large number of uses, including as
solvents and as propellants in self-
pressurized aerosol products, such as
MDIs.

CFCs are very stable in the
troposphere, the lowest part of the
atmosphere. They move to the
stratosphere, a region that begins about
10 to 16 kilometers (km) (6 to 10 miles)
above the Earth’s surface and extends
up to about 50 km (31 miles) altitude.
Within the stratosphere, there is a zone
about 15 to 40 km (10 to 25 miles) above
the Earth’s surface in which ozone is
relatively highly concentrated. This
zone in the stratosphere is generally
called the stratospheric ozone layer.
Once in the stratosphere, CFCs are
gradually broken down by strong
ultraviolet light, releasing chlorine
atoms that then deplete stratospheric
ozone. Depletion of stratospheric ozone
by CFCs and other ODSs allows more
ultraviolet-B (UV-B) radiation to reach
the Earth’s surface, where it increases
skin cancers and cataracts, and damages
some marine organisms, plants, and
plastics.

B. Regulation of ODSs

The link between CFCs and the
depletion of stratospheric ozone was
discovered in the mid-1970s. Since
1978, the U.S. Government has pursued
a vigorous and consistent policy,
through the enactment of laws and
regulations, of limiting the production,
use, and importation of ODSs, including
CFCs.

1. The 1978 Rules

In the Federal Register of March 17,
1978 (43 FR 11301), FDA and EPA
published rules banning, with a few
exceptions, the use of CFCs as
propellants in aerosol containers. These
rules were issued under authority of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 321 et seq.) and the
Toxic Substances Control Act (15 U.S.C.
2601 et seq.), respectively. FDA’s rule
(the 1978 rule) was codified as §2.125
(21 CFR 2.125). These rules issued by
FDA and EPA had been preceded by
rules issued by FDA and the Consumer
Product Safety Commission requiring
products that contain CFC propellants
to bear environmental warning
statements on their labeling (42 FR
22018, April 29, 1977; 42 FR 42780,
August 24, 1977).

The 1978 rule prohibited the use of
CFCs as propellants in self-pressurized
containers in any food, drug, medical
device, or cosmetic. As originally
published, the rule listed five essential
uses exempt from the ban. The second
listed essential use was for “[m]etered-
dose steroid bronchodilator human
drugs for oral inhalation.” This use
describes flunisolide MDIs and
triamcinolone MDIs. The third listed
essential use was for “[m]etered-dose
adrenergic bronchodilator human drugs
for oral inhalation.” This use describes
metaproterenol MDIs and pirbuterol
MDIs.?

The 1978 rule provided criteria for
adding new essential uses, and several
uses were added to the list using these
criteria, the last one in 1996. The 1978
rule did not provide any mechanism for
removing essential uses from the list as
alternative products were developed or
CFC-containing products were removed
from the market. The absence of a
removal procedure came to be viewed as
a deficiency in the 1978 rule, and was
addressed in a later rulemaking,
discussed in section IL.B.5 of this
document.

2. The Montreal Protocol

On April 21, 1989, the United States
became a Party to the Montreal Protocol
on Substances that Deplete the Ozone
Layer (Montreal Protocol) (September
16, 1987, 26 1.L.M. 1541 (1987)),

1The essential-use designation for “[m]etered-
dose cromolyn sodium human drugs administered
by oral inhalation” was added to § 2.125(e) on
February 6, 1986 (51 FR 5190). The essential-use
designation for “[m]etered-dose nedocromil sodium
human drugs administered by oral inhalation” was
added to § 2.125(e) on January 26, 1993 (58 FR
6086). The essential-use designation for “[m]etered-
dose ipratropium bromide and albuterol sulfate, in
combination, administered by oral inhalation” was
added on April 9, 1996 (61 FR 15700).
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available at http://www.unep.org/ozone/
pdfs/Montreal-Protocol2000.pdf.2 The
United States played a leading role in
the negotiation of the Montreal Protocol,
believing that internationally
coordinated control of ODSs would best
protect both the U.S. and global public
health and the environment from
potential adverse effects of depletion of
stratospheric ozone. Currently, there are
196 Parties to this treaty.? When it
joined the treaty, the United States
committed to reducing production and
consumption of certain CFCs to 50
percent of 1986 levels by 1998—99
(Article 2(4) of the Montreal Protocol).
It also agreed to accept an “adjustment”
procedure, by which, following
assessment of the existing control
measures, the Parties could adjust the
scope, amount, and timing of those
control measures for substances already
subject to the Montreal Protocol. As the
evidence regarding the impact of ODSs
on the ozone layer became stronger, the
Parties used this adjustment procedure
to accelerate the phase-out of ODSs. At
the fourth Meeting of the Parties to the
Montreal Protocol, held at Copenhagen
in November 1992, the Parties adjusted
Article 2 of the Montreal Protocol to
eliminate the production and
importation of CFCs by January 1, 1996,
by Parties that are developed countries
(Decision IV/2).# The adjustment also
indicated that it would apply, “save to
the extent that the Parties decide to
permit the level of production or
consumption that is necessary to satisfy
uses agreed by them to be essential”
(Article 2A(4)). Under the treaty’s rules
of procedure, an essential-use decision
requires a two-thirds majority vote by
the Parties to the treaty, although, to
date, all such decisions have been made
by consensus. To produce or import
CFCs for an essential use under the
Montreal Protocol, a Party must request

2FDA has verified all Web site addresses cited in
this document, but FDA is not responsible for any
subsequent changes to the Web sites after this
document has published in the Federal Register.

3 The summary descriptions of the Montreal
Protocol and decisions of Parties to the Montreal
Protocol contained in this document are presented
here to help you understand the background of the
action we are taking. These descriptions are not
intended to be formal statements of policy regarding
the Montreal Protocol. Decisions by the Parties to
the Montreal Protocol are cited in this document in
the conventional format of “Decision IV/2,” which
refers to the second decision recorded in the Report
of the Fourth Meeting of the Parties to the Montreal
Protocol on Substances That Deplete the Ozone
Layer. Reports of Meetings of the Parties to the
Montreal Protocol may be found on the United
Nations Environment Programme’s Web site at
http://ozone.unep.org/Meeting Documents/mop.

4Production of CFCs in economically less-
developed countries is being phased out and is
scheduled to end by January 1, 2010. See Article
2A of the Montreal Protocol.

and obtain approval for an exemption at
a Meeting of the Parties.

One of the most important essential
uses of CFCs under the Montreal
Protocol is their use in MDIs for the
treatment of asthma and COPD. The
decision on whether the use of CFCs in
MDIs is “essential” for purposes of the
Montreal Protocol turns on whether “(1)
It is necessary for the health, safety, or
is critical for the functioning of society
(encompassing cultural and intellectual
aspects) and (2) there are no available
technically and economically feasible
alternatives or substitutes that are
acceptable from the standpoint of
environment and health” (Decision IV/
25).

Each request and any subsequent
exemption is for only 1 year’s duration
(Decision V/18). Since 1994, the United
States and some other Parties to the
Montreal Protocol have annually
requested, and been granted, essential-
use exemptions for the production or
importation of CFCs for their use in
MDIs for the treatment of asthma and
COPD (see, among others, Decisions VI/
9 and VII/28). The exemptions have
been consistent with the criteria
established by the Parties, which make
the grant of an exemption contingent on
a finding that the use for which the
exemption is being requested is
essential for health, safety, or the
functioning of society, and that there are
no available technically and
economically feasible alternatives or
substitutes that are acceptable from the
standpoint of health or the environment
(Decision IV/25).

Phasing out the use of CFCs in MDIs
for the treatment of asthma and COPD
has been an issue of particular interest
to the Parties to the Montreal Protocol.
Several decisions of the Parties have
dealt with the transition to CFC-free
MDIs, including the following
decisions:

e Decision VIII/10 stated that the
Parties that are developed countries
would take various actions to promote
industry’s participation in a smooth and
efficient transition away from CFC-
based MDIs (San Jose, Costa Rica, 1996).

e Decision IX/19 required developed
country Parties that submitted essential-
use nominations for CFC-propelled
MDIs to present an initial national or
regional transition strategy by January
31, 1999 (Montreal, Canada, 1997).

e Decision XII/2 elaborated on the
content of national or regional transition
strategies required under Decision 1X/19
and indicated that any MDI for the
treatment of asthma or COPD approved
for marketing after 2000 would not be
an “essential use” unless it met the
criteria laid out by the Parties for

essential uses (Ouagadougou, Burkina
Faso, 2000).

¢ Decision XIV/5 requested that each
Party report annually the quantities of
CFC and non-CFC MDIs and dry-powder
inhalers (DPIs) sold or distributed
within its borders and the approval and
marketing status of non-CFC MDIs and
DPIs. Decision XIV/5 also noted “with
concern the slow transition to CFC-free
metered-dose inhalers in some Parties”
(Rome, Italy, 2002).

¢ Decision XV/5 states that, at the
17th Meeting of the Parties (in
December 2005) or thereafter, no
essential uses of CFCs will be
authorized for Parties that are developed
countries, unless the Party requesting
the essential-use allocation has
submitted an action plan. Among other
items, the action plan should include a
specific date by which the Party plans
to cease requesting essential-use
allocations of CFCs for albuterol MDIs to
be sold or distributed in developed
countries® (Nairobi, Kenya, 2003).

¢ Decision XVII/5 states that Parties
that are developed counties should
provide a date to the Ozone Secretariat®
before the 18th Meeting of the Parties
(October 30 to November 3, 2006) by
which time a regulation or regulations
will have been proposed to determine
whether MDIs, other than those that
have albuterol as the only active
ingredient, are nonessential (Dakar,
Senegal, 2005).

3. The 1990 Amendments to the Clean
Air Act

In 1990, Congress amended the Clean
Air Act to, among other things, better
protect stratospheric ozone (Public Law

5Qur obligation under XV/5 was met by our final
rule eliminating the essential-use status of albuterol
(70 FR 17168, April 4, 2005).

6 The Ozone Secretariat is the Secretariat for the
Montreal Protocol and the Vienna Convention for
the Protection of the Ozone Layer (the Vienna
Convention) (March 22, 1985, 26 1.L.M. 1529
(1985)), available at http://ozone.unep.org/pdfs/
viennaconvention2002.pdf. Based at the United
Nations Environment Programme (UNEP) offices in
Nairobi, Kenya, the Secretariat functions in
accordance with Article 7 of the Vienna Convention
and Article 12 of the Montreal Protocol.

The main duties of the Secretariat include the
following:

o Arranging for and servicing the Conference of
the Parties, Meetings of the Parties, their
Committees, the Bureaux, Working Groups, and
Assessment Panels;

e Arranging for the implementation of decisions
resulting from these meetings;

e Monitoring the implementation of the Vienna
Convention and the Montreal Protocol;

e Reporting to the Meetings of the Parties and to
the Implementation Committee;

¢ Representing the Convention and the Protocol;
and

e Receiving and analyzing data and information
from the Parties on the production and
consumption of ODSs.
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No. 101-549, November 15, 1990) (the
1990 amendments). The 1990
amendments were drafted to
complement, and be consistent with,
our obligations under the Montreal
Protocol (see section 614 of the Clean
Air Act (42 U.S.C. 7671m)). Section
614(b) of the Clean Air Act provides
that, in the case of a conflict between
any provision of the Clean Air Act and
any provision of the Montreal Protocol,
the more stringent provision will
govern. Section 604 of the Clean Air Act
requires the phase-out of the production
of CFCs by 2000 (42 U.S.C. 7671c),”
while section 610 of the Clean Air Act
(42 U.S.C. 7671i) required EPA to issue
regulations banning the sale or
distribution in interstate commerce of
nonessential products containing CFCs.
Sections 604 and 610 provide
exceptions for “medical devices.”
Section 601(8) (42 U.S.C. 7671(8)) of the
Clean Air Act defines “medical device”
as:
“any device (as defined in the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
321)), diagnostic product, drug (as
defined in the Federal Food, Drug, and
Cosmetic Act), or drug delivery system-
(A) if such device, product, drug, or
drug delivery system utilizes a class I or
class II substance for which no safe and
effective alternative has been developed,
and where necessary, approved by the
Commissioner [of Food and Drugs]; and
(B) if such device, product, drug, or
drug delivery system, has, after notice
and opportunity for public comment,
been approved and determined to be
essential by the Commissioner [of Food
and Drugs] in consultation with the
Administrator [of EPA].”

4. EPA’s Implementing Regulations

EPA regulations implementing the
Montreal Protocol and the stratospheric
ozone protection provisions of the 1990
amendments are codified in part 82 of
title 40 of the Code of Federal
Regulations (40 CFR part 82). (See 40
CFR 82.1 for a statement of intent.) Like
the 1990 amendments, EPA’s
implementing regulations contain two
separate prohibitions, one on the
production and import of CFCs (subpart
A of 40 CFR part 82) and the other on
the sale or distribution of products
containing CFCs (40 CFR 82.66).

The prohibition on production and
import of CFCs contains an exception
for essential uses and, more specifically,
for essential MDIs. The definition of
essential MDI at 40 CFR 82.3 requires

7In conformance with Decision IV/2, EPA issued
regulations accelerating the complete phase-out of
CFCs, with exceptions for essential uses, to January
1, 1996 (58 FR 65018, December 10, 1993).

that the MDI be intended for the
treatment of asthma or COPD, be
essential under the Montreal Protocol,
and if the MDI is for sale in the United
States, be approved by FDA and listed
as essential in FDA’s regulations at
§2.125.

The prohibition on the sale of
products containing CFCs includes a
specific prohibition on aerosol products
and other pressurized dispensers. The
aerosol product ban contains an
exception for medical devices listed in
§2.125(e). The term “medical device” is
used with the same meaning it was
given in the 1990 amendments and FDA
regulations have interpreted the term
“medical device” to refer to any product
that contains an active moiety that
appears on the essential-use list found
in §2.125.

5. FDA’s 2002 Regulation

In the 1990s, we decided that §2.125
required revision to better reflect our
obligations under the Montreal Protocol,
the 1990 amendments, and EPA’s
regulations, and to encourage the
development of ozone-friendly
alternatives to medical products
containing CFCs. In particular, as
acceptable alternatives that did not
contain CFCs or other ODSs came on the
market, there was a need to provide a
mechanism for removing essential uses
from the list in § 2.125(e). In the Federal
Register of March 6, 1997 (62 FR
10242), we published an advance notice
of proposed rulemaking (the 1997
ANPRM) in which we outlined our
then-current thinking on the content of
an appropriate rule regarding ODSs in
products FDA regulates. We received
almost 10,000 comments on the 1997
ANPRM. In response to the comments,
we revised our approach and drafted a
proposed rule published in the Federal
Register of September 1, 1999 (64 FR
47719) (the 1999 proposed rule). We
received 22 comments on the 1999
proposed rule. After minor revisions in
response to these comments, we
published a final rule in the Federal
Register of July 24, 2002 (67 FR 48370)
(the 2002 final rule) (corrected in 67 FR
49396, July 30, 2002, and 67 FR 58678,
September 17, 2002). The 2002 final
rule listed as a separate essential use
each active moiety® marketed under the

8Section 314.108(a) (21 CFR 314.108(a)) defines
“active moiety” as the molecule or ion, excluding
those appended portions of the molecule that cause
the drug to be an ester, salt (including a salt with
hydrogen or coordination bonds), or other
noncovalent derivative (such as a complex, chelate,
or clathrate) of the molecule, responsible for the
physiological or pharmacological action of the drug
substance. When describing the various essential
uses, we will generally refer to the active moiety,
for example, pirbuterol, as opposed to the active

1978 rule as essential uses for metered-
dose steroid human drugs for oral
inhalation and metered-dose adrenergic
bronchodilator human drugs for oral
inhalation; eliminated the essential-use
designations in § 2.125(e) for metered-
dose steroid human drugs for nasal
inhalation and for products that were no
longer marketed; set new standards to
determine when a new essential-use
designation should be added to § 2.125;
and set standards to determine whether
the use of an ODS in a medical product
remains essential.

This rulemaking fulfills our obligation
under § 2.125, as well as the Clean Air
Act, the Montreal Protocol, and our
general duty to protect the public
health, by removing ODS products from
the marketplace when those products
are no longer essential.

III. Criteria

The 2002 final rule revised 21 CFR
§ 2.125(g)(2) to establish a standard for
removing an essential-use designation
after January 1, 2005, for any drug for
which there is no acceptable non-ODS
alternative with the same active moiety.
As explained in the proposed rule, we
have reviewed the essential-use
designation for flunisolide,
triamcinolone, metaproterenol,
pirbuterol, albuterol and ipratropium in
combination, cromolyn, and nedocromil
under that authority. The process for
removing the essential-use designation
under § 2.125(g)(2) includes
consultation with a relevant advisory
committee and an open public meeting,
in addition to a proposed rule and a
final rule. The criterion established for
removing the essential use in such
circumstances is that the use no longer
meets the criteria specified in revised
§ 2.125(f) for adding a new essential use
(21 CFR §2.125(g)(2)). The criteria in
§ 2.125(f) are: “(i) Substantial technical
barriers exist to formulating the product
without ODSs; (ii) The product will
provide an unavailable important public
health benefit; and (iii) Use of the
product does not release cumulatively
significant amounts of ODSs into the
atmosphere or the release is warranted
in view of the unavailable important
public health benefit.”

The three criteria in § 2.25(f)(1) are
linked by the word “and.” Because the
three criteria are linked by “and” (as

ingredient, which, using the same example, would
be pirbuterol acetate. When discussing particular
indications and other material from the approved
labeling of a drug product, we will generally use the
brand name of the product, which, using the same
example would be Maxair. In describing material
from treatises, journals, and other non-FDA
approved publications, we will generally follow the
usage in the original publication.
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opposed to “or”), failure to meet any
single criterion results in a
determination that the use is not
essential.

As noted in the 2002 proposed rule,
we intend the term “technical barriers”
to refer to difficulties encountered in
chemistry and manufacturing. To
demonstrate that substantial technical
barriers exist, it would have to be
established that all available alternative
technologies have been evaluated and
that each alternative is unusable (67 FR
48370 at 48373). In applying the
“technical barriers” criterion, we look at
the results of reformulation efforts for
similar products, as well as statements
made about the manufacturer’s
particular efforts to reformulate its
product or products.

In discussing what is “an unavailable
important public health benefit,” we
have said: The agency intends to give
the phrase “unavailable important
public health benefit” a markedly
different construction from the [phrase
used in the 1978 rule] “substantial
health benefit.” One key point to note
here is that the 2002 final rule (67 FR
48370) raised the hurdle for the public
health benefit that needs to be shown.
A use that was shown to have a
“substantial health benefit” under the
1978 rule (all essential uses were
established under the 1978 rule), will
not necessarily be able to clear the
higher hurdle of the 2002 final rule’s
“unavailable important public health
benefit.” A petitioner seeking to add an
essential-use designation should show
that the use of an ODS-containing MDI
would save lives, significantly reduce or
prevent an important morbidity, or
significantly increase patient quality of
life to support a claim of important
public health benefit (64 FR 47719 at
47722).

In determining whether a drug
product provides an otherwise
unavailable important public health
benefit, our primary focus is on the
availability of non-ODS products that
provide similar therapeutic benefits for
patients who are currently using the
CFC MDIs. If therapeutic alternatives to
the CFC MDI exist, we can determine
that the CFC MDI does not provide an
otherwise unavailable important public
health benefit.

The third criterion in § 2.125(f)(1)
provides that the essential use must be
eliminated unless we find either: (a) The
use of the product does not release
cumulatively significant amounts of
ODSs into the atmosphere; or (b) the
release, although cumulatively
significant, is warranted in view of the
otherwise unavailable important public

health benefit that the use of the drug
product provides.

Based on an extensive record dating
back to the 1970s, we reached a
tentative conclusion in the proposed
rule that the release of ODSs into the
atmosphere from the MDIs that are the
subject of this rulemaking is
cumulatively significant. We noted that
the use of CFCs in MDIs for the
treatment of asthma and COPD is the
only legal use in the United States of
newly produced or imported CFCs; all
other uses of newly produced or
imported CFCs are prohibited by the
Montreal Protocol. We noted that the
environmental impact of individual
uses of nonessential CFCs must not be
evaluated independently, but rather
must be evaluated in the context of the
overall use of CFCs. Cumulative impacts
can result from individually minor, but
collectively significant, actions that take
place over a period of time (40 CFR
1508.7).

The criteria in § 2.125(g)(2) (which
refers to those found in § 2.125(f)(1))
that we are using in this rulemaking are
different from those in § 2.125(g)(3) and
(g)(4)). Section 2.125(g)(2) specifically
addresses the situation where there is
no marketed non-ODS product
containing the active moiety listed as an
essential use, while § 2.125(g)(3) and
(g)(4) apply to situations where there is
at least one marketed non-ODS product
with the listed active moiety. Section
2.125(g)(2) permits FDA to remove an
essential use even if a current essential-
use active moiety is not reformulated,
provided that sufficient alternative
products exist to meet the needs of
patients, because the essential use
would no longer provide an otherwise
unavailable important health benefit. As
we explained in the proposed rule, the
analysis we use here is different from
the analysis we used under § 2.125(g)(4)
in the rulemaking to remove the
essential use for albuterol (70 FR 17168,
April 4, 2005). However, the basic
concern of protecting the public health
underlies all of the criteria. Therefore,
our analyses are similar, and we have
found it useful to borrow concepts from
the more specific provisions of
§2.125(g)(3) and (g)(4) to help give more
structure to our analysis under the
broader language of § 2.125(f)(1).

Section 2.125(g)(2) requires that we
consult an advisory committee and hold
an open public meeting before we
remove an essential-use designation
when there is no non-ODS product with
the same active moiety. Prior to
publishing the proposed rule, on July
14, 2005, we consulted with FDA’s
Pulmonary and Allergy Drugs Advisory
Committee (PADAC) on the essential-

use status of MDIs containing
flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil (PADAC
meeting) (see 70 FR 24605, May 10,
2005).9

On August 2, 2007, following
publication of the proposed rule, we
held the required open public meeting
to discuss the issues involved in
removing the essential-use designations
for flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil MDIs (see
the Federal Register of July 9, 2007 (72
FR 37137)). Input from the open public
meeting is considered and discussed in
section IV of this document together
with the written comments that were
submitted in response to the proposed
rule.

IV. Comments on the 2007 Proposed
Rule

We received over 4,000 comments in
response to the proposed rule. They
were submitted by consumers, health
care providers, patient advocacy groups,
professional groups, manufacturers, a
Congressional caucus, and industry
organizations. The speakers who
participated in the open public meeting
on August 2, 2007, also submitted
written comments. In the discussion
that follows, we address the oral
presentations and written comments
submitted at or following the open
public meeting, and the written and
electronic comments submitted to the
docket in response to the 2007 proposed
rule.

To make it easier to identify
comments and our responses, the word
“Comment,” in parentheses, appears
before the comment’s description, and
the word “Response,” in parentheses,
appears before our response. We have
numbered each comment to help
distinguish between different
comments. Similar comments are
grouped together under the same
comment number. The number assigned
to each comment is purely for
organizational purposes and does not
signify the comment’s value or
importance or the order in which it was
received.

In reviewing these comments we are
particularly focused on our proposed
findings relating to the criteria in
§ 2.125(f) of our regulations. As
discussed above, we must remove the

9 A transcript of the meeting and other meeting
material is available on the Internet at http://
www.fda.gov/ohrms/dockets/ac/cder05.html#
PulmonaryAllergy.
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essential-use designation for a CFC-
containing drug product unless we find
that all of the following are met: (1)
Substantial technical barriers exist to
formulating the product without ODSs;
(2) the product provides an unavailable
important public health benefit; and (3)
use of the product does not release
cumulatively significant amounts of
ODSs into the atmosphere or, if the
release is significant, it is warranted in
view of the unavailable important
public health benefit. As discussed in
the proposed rule, the failure to meet
any one of these criteria results in our
determination that the use is not
essential.

A. Flunisolide, Triamcinolone,
Metaproterenol

We are removing the essential-use
designations for MDIs containing
flunisolide (Aerobid Inhaler System)
and triamcinolone (Azmacort Inhalation
Aerosol). Aerobid and Azmacort are
orally inhaled corticosteroids. Azmacort
is the only currently marketed drug
product that provides orally inhaled
triamcinolone. Both Aerobid and
Aerospan Inhalation Aerosol provide
orally inhaled flunisolide, but Aerobid
is the only currently marketed
flunisolide drug product that contains
ODSs. Aerobid and Azmacort are the
only two orally inhaled corticosteroids
marketed that contain ODSs. Both drugs
are indicated for the maintenance
treatment and prophylaxis of asthma in
patients 6 years of age and older, and
both are prescription drugs. Flunisolide
and triamcinolone, as well as other
corticosteroids, are not indicated for
relief of acute bronchospasm.
Inflammation is an important
component in the development of
asthma. The anti-inflammatory actions
of corticosteroids contribute to their
efficacy in asthma. Though effective for
the treatment of asthma, corticosteroids
do not appreciably affect asthma
symptoms immediately. Individual
patients experience a variable time to
onset and degree of symptom relief.
Maximum benefit may not be achieved
for 1 to 2 weeks or longer after starting
treatment. Aerobid was approved on
April 23, 1982, and Azmacort was
approved on August 17, 1984. Their use
was considered essential under the 1978
rule, which stated that “[m]etered-dose
steroid human drugs for oral inhalation”
were essential. Flunisolide and
triamcinolone were designated as
essential as different active moieties in
the 2002 rule. In addition to the ODS-
containing Aerobid, Aerospan
Inhalation Aerosol, a new drug
application (NDA) for a flunisolide HFA
MDI, was approved January 27, 2006

(NDA 21-247), but has not yet been
introduced onto the market.

We are also removing the essential-
use designation for MDIs containing
metaproterenol (Alupent Inhalation
Aerosol). Metaproterenol is a short-
acting beta,—adrenergic agonist used in
the treatment of bronchospasm
associated with asthma and COPD. It
acts as a bronchodilator. Metaproterenol
is also available as a syrup, as tablets,
and as an inhalation solution for use in
nebulizers. This rulemaking will not
affect any dosage form of
metaproterenol other than the Alupent
Inhalation Aerosol which contains
CFCs. Alupent Inhalation Aerosol is a
prescription drug. Alupent Inhalation
Aerosol’s use was considered essential
under the 1978 rule, which stated that
“[m]etered-dose adrenergic
bronchodilator human drugs for oral
inhalation” were essential.
Metaproterenol was designated as
essential as an active moiety in the 2002
rule. Alupent Inhalation Aerosol was
approved on July 31, 1973. Boehringer
Ingelheim Pharmaceuticals, Inc., the
manufacturer of Alupent Inhalation
Aerosols, has informed us that they
discontinued U.S. distribution of
Alupent Inhalation Aerosols as of
November 14, 2008.

In the proposed rule, we tentatively
concluded that there are no technical
barriers to formulating flunisolide,
triamcinolone, and metaproterenol
MDIs without ODSs (72 FR 32030 at
32036-37). We did not receive any
substantive comments disagreeing with
our tentative conclusion. Therefore, we
conclude that that there are no technical
barriers to formulating flunisolide,
triamcinolone, and metaproterenol
MDIs without ODSs. As stated earlier,
flunisolide has been reformulated in an
HFA MDI, but the product is not yet
marketed. We also did not receive any
substantive comments on the second
and third criteria in § 2.125(f)(1).1° As
explained in section III of this
document, because the three criteria are
linked by the word “and,” failure to
meet any single criterion results in a
determination that the use is not
essential. Accordingly, because we have
found in this rule that there are no
substantial barriers to reformulating
these products, we are required to find
that the use of the products is not
essential, and we do not need to reach
a decision on the second or third criteria
in § 2.125(f)(1).

10 Abbott Laboratories, the NDA holder for
Azmacort Inhalation Aerosol, submitted and later
withdrew its comment. Therefore, we do not
address the comment submitted by Abbot in
response to the proposed rule.

B. Cromolyn and Nedocromil

Cromolyn sodium and nedocromil
sodium are members of the class of
drugs called “cromones.” Although it is
not entirely clear how cromones exert
their clinical effect, cromones are
thought to inhibit antigen-induced
bronchospasm as well as the release of
histamine and other autacoids from
sensitized mast cells. Cromolyn is also
available for use in treating asthma as an
inhalation solution for use in a
nebulizer. Both cromolyn and
nedocromil are also used in ophthalmic
products, and cromolyn is available for
oral administration for treatment of
symptoms associated with mastocytosis.
Only MDI formulations are affected by
this rulemaking.

The only cromolyn MDI (Intal Inhaler)
was approved for marketing on
December 5, 1985. The essential-use
designation for “[m]etered-dose
cromolyn sodium human drugs
administered by oral inhalation” was
added to § 2.125(e) on February 6, 1986
(51 FR 5190). The only nedocromil MDI
(Tilade Inhaler) was approved for
marketing on December 30, 1992. The
essential-use designation for “[m]etered-
dose nedocromil sodium human drugs
administered by oral inhalation” was
added to § 2.125(e) on January 26, 1993
(58 FR 6086). Intal Inhaler and Tilade
Inhaler are indicated for the
management of asthma in patients 5
years and older and 6 years and older,
respectively. Both are prescription
drugs. Neither drug is indicated for the
relief of acute bronchospasm. On
November 21, 2008, King
Pharmaceuticals, Inc., the manufacturer
of Tilade Inhaler, informed us that they
had discontinued manufacturing of
Tilade Inhaler in July 2008.

In the proposed rule, we tentatively
concluded that there are no technical
barriers to formulating cromolyn and
nedocromil MDIs without ODSs (72 FR
32030 at 32038). We did not receive any
substantive comments disagreeing with
our tentative conclusion. Therefore, we
conclude that there are no technical
barriers to formulating cromolyn and
nedocromil MDIs without ODSs. As
explained in section III of this
document, because the three criteria in
§ 2.125(f)(1) are linked by the word
“and,” failure to meet any single
criterion results in a determination that
the use is not essential. Accordingly,
because we have found in this rule that
there are no substantial barriers to
reformulating these products, we are
required to find that the use of the
products is not essential, and we do not
need to reach a decision on the second
or third criteria in § 2.125(f)(1).
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However, we received several comments
addressing the second and third criteria
with respect to cromolyn and
nedocromil, and we respond to these
comments below.

(Comment 1) We received one
comment arguing that there are no
acceptable treatment alternatives for
cromolyn and nedocromil.

(Response) In the proposed rule, we
identified several orally inhaled
corticosteroids that do not contain CFCs
as therapeutic alternatives to Intal
Inhalers and Tilade Inhalers, including
beclomethasone dipropionate inhalers,
budesonide inhalers, fluticasone
propionate inhalers, and mometasone
furoate inhalers (72 FR 32030 at 32037).
We believe that most patients using
Intal Inhalers and Tilade Inhalers as a
controller medication should be
adequately served by at least one of
these currently marketed formulations.
The comment did not provide
explanation as to why the proposed
alternatives are insufficient, so it is
difficult to address this comment more
fully. In addition to the active moieties
described in the proposed rule, oral
montelukast may be an appropriate
therapeutic alternative. Also, cromolyn
is available in a solution for use in
nebulizers. For patients who use Intal
Inhalers to treat exercise-induced
bronchospasm, inhaled beta,—agonists
such as albuterol, salmeterol, and
formoterol are considered suitable
therapeutic alternates.

(Comment 2) One comment notes that
Intal inhalers are safe for pregnant
women and protect against pet allergen
exposure.

(Response) Current FDA regulations
on labeling for use during pregnancy
require the classification of each drug
product under one of five pregnancy
categories (A, B, G, D, or X) on the basis
of risk of reproductive and
developmental adverse effects or, for
certain categories, on the basis of such
risk weighed against potential benefit.
21 CFR §201.57(c)(9)(i)(A)(2). Intal
Inhalers are classified as a Pregnancy
Category B drug. Pregnancy Category B
indicates that animal reproduction
studies have failed to demonstrate a risk
to the fetus, and there are no adequate
and well-controlled studies in pregnant
women. In the proposed rule, we
identified several non-CFC orally
inhaled corticosteroids as therapeutic
alternatives to cromolyn and
nedocromil MDIs. One of these orally
inhaled corticosteroids, budesonide
inhalers (marketed as Pulmicort
Turbuhaler and Pulmicort Flexhaler), is
also classified as a Pregnancy Category
B drug. We believe that budesonide
inhalers are an appropriate non-CFC

therapeutic alternative for pregnant
women who are currently using Intal
Inhalers.

We have no data to suggest that Intal
is more effective than the therapeutic
alternatives at preventing asthma
symptoms triggered by pet allergens.
Although we believe that current Intal
and Tilade users will be adequately
served by the inhaled corticosteroids
identified above, we also note the
availability of cromolyn sodium in a
nebulized solution, which may provide
a therapeutic alternative for situations
involving planned and known
exposures to allergens.

(Comment 3) One comment suggested
that the amount of CFCs released from
Intal and Tilade Inhalers is
inconsequential.

(Response) As we have noted in
previous rulemakings, the
environmental impact of CFCs used in
MDIs, including Intal and Tilade MDIs,
must not be evaluated independently,
but rather must be evaluated in the
context of the overall use of CFCs.
Cumulative impacts can result from
individually minor but collectively
significant actions taking place over a
period of time (40 CFR 1508.7).
Significance cannot be avoided by
breaking an action down into small
components (40 CFR 1508.27(b)(7)).
Currently, MDIs for the treatment of
asthma and COPD, including Intal and
Tilade, are the only legal use of newly
produced or imported CFCs (see EPA
2006 Allocation rule).

Although it may appear to some that
the CFCs released from Intal and Tilade
MDIs represent insignificant quantities
of ODSs, and therefore should be
exempted, the elimination of CFC use in
MDIs is one of the final steps in the
overall phase-out of CFC use. The
release of ODSs from some of the MDIs,
including Intal and Tilade, may be
relatively small compared to total
quantities that were released 2 or 3
decades ago, but if each use that
resulted in the release of relatively small
quantities of ODSs were provided an
exemption, the cumulative effect would
be to prevent the elimination of ODS
releasing products. This would prevent
the full phase-out envisioned by the
Clean Air Act and the Montreal
Protocol.

C. Pirbuterol

We are removing the essential-use
designations for MDIs containing
pirbuterol (Maxair Autohaler).
Pirbuterol is a short-acting beta,—
adrenergic agonist used in the treatment
of bronchospasm associated with
asthma and COPD. Pirbuterol acts as a
bronchodilator. Pirbuterol is only

available in a CFC MDI. Maxair
Autohaler is one of two beta,—
adrenergic agonist MDIs currently
marketed as a prescription drug which
contains CFCs. The other product,
Alupent Inhalation Aerosol, is
addressed in section IV.A of this
document. Albuterol is also a beta,—
adrenergic agonist, but it is no longer
marketed as a CFC MDI. Albuterol was
addressed in a separate rulemaking,
which removed its essential-use
designation effective December 31,
2008. Maxair Autohaler is a prescription
drug that was approved on November
30, 1992. Maxair Autohaler’s use was
considered essential under the 1978
rule, which stated that “[m]etered-dose
adrenergic bronchodilator human drugs
for oral inhalation” were essential.
Pirbuterol was designated as essential as
an active moiety in the 2002 rule.
Maxair Autohaler has a breath-actuated
delivery system.

1. Do Substantial Technical Barriers To
Formulating Pirbuterol Products
Without ODSs Exist?

We proposed a finding that there are
no technical barriers to formulating
pirbuterol MDIs without ODSs (72 FR
32030 at 32037).

(Comment 4) One comment,
Graceway Pharmaceuticals, LLC
(Graceway), the manufacturer of Maxair
Autohaler, states that there are
substantial barriers (chemistry,
manufacturing, and engineering) to
reformulating Maxair Autohaler without
ODSs. Graceway also states these
barriers are complicated by the breath-
actuated system, which is more
sensitive with respect to particle size
and energy force.

(Response) When determining
whether technical barriers to
formulating pirbuterol MDIs without
ODSs exist, we consider whether all
available alternative technologies have
been evaluated and whether each
alternative is unusable (64 FR 47719 at
47721, September 1, 1999). In addition,
we look at results of reformulation
efforts for similar products, as well as
statements made about the
manufacturer’s particular efforts to
reformulate their product or products.
Graceway has not demonstrated that the
breath-actuated system is more sensitive
with respect to particle size and energy
force or explained how any such
sensitivity poses a barrier to
reformulating Maxair without ODSs. As
noted in the proposed rule, the
pharmaceutical industry has had
success in formulating other orally
inhaled beta,—adrenergic
bronchodilators without ODSs. At least
nine different active moieties have been
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formulated as HFA MDIs for the
treatment of asthma and COPD in the
United States and abroad.?* HFA MDIs
have been formulated with both
suspensions and solutions. Pirbuterol is
a close chemical analog to albuterol and
levalbuterol. Given the chemical
similarity between them and the success
with reformulating albuterol (as
albuterol sulfate in ProAir HFA
Inhalation Aerosol, Proventil HFA
Inhalation Aerosol, and Ventolin HFA
Inhalation Aerosol) and levalbuterol (as
levalbuterol tartrate in Xopenex HFA
Inhalation Aerosol), there appears to be
no technical reason why pirbuterol
cannot be successfully reformulated into
an HFA MDIL

Furthermore, Graceway has not
demonstrated that it evaluated all
available alternative technologies and
found each alternative unusable—the
standard described in section III of this
document (64 FR 47719 at 47721,
September 1, 1999). At the time the
proposed rule published, we had no
evidence to suggest that the ODS
containing pirbuterol oral inhalation
drug product posed unique technical
challenges to formulation without
ODSs. Since the time the proposed rule
published, no data have been submitted
to change that conclusion. Therefore,
after consideration of the public
comments on the issue, we conclude
that there are no technical barriers to the
development of a non-ODS pirbuterol
product.

2. Do Pirbuterol MDIs Provide an
Otherwise Unavailable Important Public
Health Benefit?

In the proposed rule we tentatively
found that pirbuterol MDIs do not
provide an otherwise unavailable
important public health benefit (72 FR
32030 at 32037). Because we have
reached a conclusion that there are no
substantial technical barriers to
formulating pirbuterol into a non-ODS
product, we do not believe it is
necessary to reach a conclusion on the
public health benefits of pirbuterol
MDIs. However, we received a large
number of comments in response to the
proposed rule addressing the public
health benefits of pirbuterol MDIs, and
we believe it is appropriate to address
the public health benefits in light of
these comments.

11 The nine moieties formulated as HFA MDIs are
albuterol, beclomethasone, budesonide, fenoterol,
fluticasone, flunisolide, formoterol, ipratropium,
and salmeterol. While a salmeterol DPI
(SEREVENT) has been approved in the United
States, salmeterol HFA MDIs have only been
approved overseas. There are no approved fenoterol
or formoterol HFA products in the United States,
but fenoterol HFA MDIs and formoterol HFA MDIs
have been approved in several foreign countries.

a. Does Pirbuterol provide a greater
therapeutic benefit than similar
adrenergic bronchodilators? (Comment
5) In its comment in response to the
proposed rule, Graceway claims that
Maxair Autohaler provides important
public health benefits that would
otherwise be unavailable to substantial
numbers of patients who have asthma or
COPD. Graceway states that Maxair
Autohaler is an alternative for those
who do not tolerate or respond to
albuterol and levalbuterol. Graceway
bases this conclusion in part on the
distinct chemical structure of pirbuterol,
which Graceway claims is different from
albuterol and levalbuterol, and also on
variation among patients. In its
comment, Graceway presents statements
from physicians and patients claiming
that many patients experience
intolerance or allergic reaction to
albuterol, but succeed on pirbuterol. In
addition, we received many comments
from pirbuterol users and physicians
who prescribe pirbuterol, detailing
experiences with pirbuterol and
alternative MDIs, such as albuterol. The
comments describe reactions to and
intolerance experienced with albuterol
and success with pirbuterol.
Furthermore, many of the comments
from the physicians and pirbuterol users
claim that experience indicates that
pirbuterol MDIs are more effective than
albuterol MDIs.

(Response) Albuterol and pirbuterol
are both short-acting beta,—adrenergic
bronchodilators. Bronchodilation occurs
primarily through stimulation of the
beta,—adrenergic receptor. Albuterol
MDIs are therapeutic alternatives to
pirbuterol MDIs and are, by far, the most
widely prescribed short-acting
bronchodilators. We are not aware of
any studies that support the comments’
contentions that albuterol inhalers are
not an appropriate alternative for
pirbuterol inhalers. Moreover, we
disagree with the contention that the
pirbuterol MDIs provide any unique
therapeutic or other advantage over the
available alternatives. The labeling for
Maxair Autohaler does not contain any
superiority claims based on controlled
clinical trials and we do not believe that
anecdotal evidence is adequate to
support such a conclusion.

Four prescription HFA MDIs with two
different forms of albuterol are approved
and currently available:

e ProAir HFA (albuterol sulfate)
Inhalation Aerosol;

e Proventil HFA (albuterol sulfate)
Inhalation Aerosol;

e Ventolin HFA (albuterol sulfate)
Inhalation Aerosol; and

e Xopenex HFA (levalbuterol tartrate)
Inhalation Aerosol.

These products use HFA, which does
not affect stratospheric ozone as a
replacement for ODSs. Maxair
Autohaler and the therapeutic
alternatives are all very similar drugs.
They are all indicated for the relief of
bronchospasms associated with asthma
and COPD (although the labeled
indications may be worded differently),
have very similar safety profiles, and
have similar dosing regimens. At least
one of the currently available albuterol
drug products should be an adequate
therapeutic alternative for patients
currently using Maxair Autohaler.

We are not aware of any adequate and
well-controlled studies which support
the comments’ views that individuals
who do not respond to or tolerate
albuterol and levalbuterol would find
pirbuterol MDIs more effective or better
tolerate pirbuterol, or that pirbuterol
MDIs are more effective than other
asthma MDIs, including albuterol HFA
MDIs. The National Asthma Education
and Prevention Program, Expert Panel
Report 3 (NAEPP EPR-3) recommends
that short-acting beta,—adrenergic
bronchodilators, in particular albuterol,
levalbuterol, and pirbuterol, are the
most effective medications for relieving
acute bronchospasm. (Ref. 1) The
NAEPP EPR-3 does not distinguish
pirbuterol as providing any unique
therapeutic or other advantage over the
available alternatives.12 Furthermore,
the opinion of all PADAC members who
voted on the issue was that pirbuterol is
no longer an essential use of ODSs (72
FR 32030 at 32037). The studies and
literature cited by Graceway in its
comment provide cases of non-response
or inadequate response to albuterol and
levalbuterol. Graceway did not present
studies comparing pirbuterol to
albuterol or showing that pirbuterol
would be more effective for those users
who do not respond to or inadequately
responded to albuterol. In fact, in its
comment (Comment No. 4), Graceway
stated that clinical studies have not
been conducted to establish whether
patients may respond differently to
pirbuterol.

121n the United States, the generally recognized
standard of care for asthma is set forth in the
National Heart, Lung, and Blood Institute’s National
Asthma Education and Prevention Program, Expert
Panel Report 3: Guidelines for the Diagnosis and
Management of Asthma (EPR-3) (Ref. 2). The
National Heart, Lung, and Blood Institute is one of
the National Institutes of Health. In the 2007
update, we find the latest updates to the standard.
The Guidelines represent best practices and are
recognized as the clinical standard of care for
treatment of asthma. See, e.g., http://
www.asthmanow.net/care.html; http://
www.colorado.gov/bestpractices/index.html; http://
www.doh.wa.gov/CFH/asthma/publications/plan/
health-care.pdf.
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As stated previously, if therapeutic
alternatives exist for users of the CFC
MDI, we can determine that the CFC
MDI does not provide an otherwise
unavailable important public health
benefit. We have carefully considered
these comments asserting that Maxair
Autohaler is a more effective alternative
to other asthma MDIs. However, no data
were submitted to the agency as part of
this rulemaking, and the agency is not
aware of any data that allow us to reach
the conclusion that pirbuterol provides
a greater therapeutic benefit than similar
adrenergic bronchodilators. Thus, we
believe that patients will be adequately
served by alternative MDIs.

(Comment 6) Graceway also argues
that pirbuterol is more likely than
albuterol to select beta, receptors, which
presents less risk of cardiac side effects.

(Response) As stated in response to
the previous comment, albuterol and
pirbuterol are both short-acting selective
beta,—adrenergic bronchodilators that
achieve bronchodilation primarily
through the beta,—adrenergic receptor.
Therefore, they both bind to the same
receptor that causes bronchodilation.
The studies Graceway submitted to
support the conclusion that pirbuterol is
more likely than albuterol to select
beta,—adrenergic receptors do not
demonstrate that there is any difference
in clinical efficacy or safety between the
two drugs. Moreover, the Maxair
Autohaler label warns of the same
cardiovascular effects as other inhaled
beta adrenergic agonists. The NAEPP
EPR-3 states that albuterol, levalbuterol,
and pirbuterol are all effective agonists
and have few negative cardiovascular
effects. Accordingly, we disagree that
there is less risk of cardiac side effects
with use of pirbuterol MDIs than with
use of albuterol MDIs.

b. Does the breath-actuated device
associated with pirbuterol MDIs provide
an important public health benefit?
(Comment 7) Graceway, as well as many
other comments, stresses the importance
of Maxair Autohaler’s breath-actuated
device in providing an otherwise
unavailable important public health
benefit. Many people claim they cannot
operate traditional press-and-breathe
MDIs. They further claim that it is
extremely inconvenient and more
challenging to use a traditional press-
and-breathe MDI with a spacer device to
assist with coordination problems.
Because spacers are bulky and less
portable, people are less likely to carry
them, and because they require
additional maintenance, people are less
likely to use them. The comments argue
that Maxair Autohaler’s ease of use,
convenience, and portability allow for
increased compliance. Graceway argues

that the compliance obstacles will lead
to an increase in morbidity, as well as
an increase in missed school/work days
and physician, hospital, and emergency
department visits.

(Response) While some individuals or
groups of people may have difficulty
operating the alternative MDIs that use
traditional press-and-breathe devices,
and Maxair Autohaler’s Autohaler
device may be convenient, there are
other options for these individuals and
groups to treat their asthma or COPD.
We understand the difficulties for
certain groups of people, such as young
children, older adults, and the
physically or mentally disabled, of
coordinating inhalation with MDI
activation. Learning how to properly
maintain medical devices and
administer medication is a sometimes
difficult, but necessary task for many
patients with chronic diseases. It would
certainly be more convenient to have
available many different devices to meet
the individual and distinct needs of
every patient group. However, we do
not believe that this type of patient
convenience provides a basis to
conclude that a product provides an
otherwise unavailable health benefit.
Because therapeutic alternatives exist,
use of pirbuterol MDIs is not absolutely
necessary to save lives, to reduce or
prevent asthma morbidity, or to
significantly increase patient quality of
life.

The use of spacer devices with
alternative products provides options
for patient groups who have difficulties
coordinating inhalation with MDI
operation, allowing them to more
satisfactorily use MDIs that do not have
a breath-actuated delivery mechanism.
A spacer is a device that adds space
between the mouthpiece of an MDI and
the patient’s mouth and is used to
increase the effectiveness of an MDI.
Some have valves that result in the
aerosol from the MDI being briefly held
in a reservoir from which the patient
subsequently inhales the aerosolized
medication. Nebulizers provide another
option for individuals or patient groups
with coordination problems. Systematic
reviews and meta-analyses have
suggested that each of the aerosol
delivery devices can work equally well
in patients who can use them correctly.
(Ref. 2) The availability of alternatives
for those individuals or patient groups
who are unable to operate traditional
press-and-breathe devices supports a
conclusion that any added convenience
of a breath-actuated device for patients
who have been prescribed drugs for the
treatment of asthma or COPD does not
provide an unavailable important public

health benefit within the meaning of 21
CFR 2.125(f)(1)(ii).

Furthermore, we are not removing the
breath-actuated delivery mechanism
from the market; rather, as a result of
this rule, the CFC-propelled pirbuterol
may no longer be marketed. Graceway,
or another company, may develop a
breath-actuated delivery system with
pirbuterol or other drugs of the class
that do not use CFCs.

(Comment 8) Graceway also claims
that it will be more costly to switch to
one of the proposed alternatives.
Increased costs include higher
copayments for branded HFA MDIs,
extra visits to health care providers to
adjust treatment, purchase of spacers,
and the cost of failing to adequately
manage asthma or COPD. Graceway
contends that the use of alternative
MDIs is more costly because Maxair
Autohaler contains 400 inhalations per
MDI, twice the number of inhalations of
alternative MDIs.

(Response) The bases Graceway
identifies in support of its argument that
it will be more costly to switch from
Maxair Autohaler to an alternative MDI
are largely invalid. First, Maxair
Autohaler, the only marketed pirbuterol
drug product, is a branded, rather than
a generic, product. The therapeutic
alternatives for Maxair Autohaler are
also branded products. Therefore the
purchase of an alternate branded HFA
(hydrofluoroalkane HF A—134a) inhaler
would require no greater copayment.
Second, for most patients with asthma
or COPD who use inhalers, regular
doctor visits to adjust treatment plans
are routine. There is no reason to
believe that patients who use alternative
HFA inhalers require any more
adjustment in treatment than patients
who use pirbuterol inhalers with a CFC
propellant. Finally, no data have been
presented to demonstrate that the cost of
failing to adequately manage asthma or
COPD is greater for individuals who use
alternative HFA inhalers than for those
who use Maxair Autohaler. As
discussed in section VI of this rule, we
anticipate the price per day of therapy
to decrease after patients transition from
Maxair to alternative therapies.
Nevertheless, some individual patients
might face higher costs, perhaps related
to the costs of additional copayments
associated with fewer numbers of
inhalations provided by an alternative
MDI.

We recognize that the pirbuterol
breath-actuated MDIs may provide some
public health benefits; however, nothing
in this rulemaking suggests that
continued use of these MDIs provides
an unavailable important health benefit
as previously defined. We do not
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believe that we can conclude on the
basis of the record in this rulemaking
that continued use of Maxair Autohaler
is necessary to save lives, to reduce or
prevent asthma morbidity, or to
significantly increase patient quality of
life, particularly given the availability of
albuterol MDIs as therapeutic
alternatives, and the availability of
spacers and nebulizers for use in lieu of
breath-actuated MDIs.

In any case, given that we have
already found no technical barriers to
reformulation of pirbuterol MDIs under
§2.125(g)(2), a finding on the public
health benefit issue is not necessary to
this rulemaking, and we decline to make
a specific finding on that issue in this
final rule.

3. Does Use of Pirbuterol MDIs Release
Cumulatively Significant Amounts of
ODSs Into the Atmosphere and Is the
Release Warranted Because These MDIs
Provide an Otherwise Unavailable
Important Public Health Benefit?

As explained in the proposed rule and
above, because we have found in this
rule that there are no substantial
technical barriers to reformulating
pirbuterol, we are required to find that
the use of the product is not essential,
and we do not need to reach a decision
on the third criterion in § 2.125(f)(1).
Nonetheless, based on the criteria
described above and in the proposed
rule, the quantity of CFCs used in
pirbuterol MDIs is a significant portion
of the total quantity of newly
manufactured CFCs used, and therefore
eventually released, in the United
States. Accordingly, we tentatively
concluded that any release of CFCs from
pirbuterol MDIs is cumulatively
significant (72 FR 32030 at 32033,
32034, and 32037). We received
comments on the amount of CFCs
released into the atmosphere from
pirbuterol MDI use.

(Comment 9) Graceway asserts that
the use of Maxair Autohaler does not
release cumulatively significant
amounts of ODSs into the atmosphere,
and its de minimis release is warranted
in view of the essential health benefits
provided by the product. Graceway
claims that Maxair Autohaler releases
fewer CFCs than other MDIs because it
releases fewer CFCs per puff than other
MDIs and has a smaller market share.
Graceway argues that without
calculating the quantity of CFCs
released from use of Maxair Autohaler
alone, the agency admitted the quantity
would, in any event, be minor.
Graceway further argues that the agency
has not shown how aggregate release of
CFCs from all seven moieties has a
significant impact on the environment.

(Response) Although we based our
tentative conclusion that pirbuterol
MDIs release cumulatively significant
amounts of ODSs on previous policy
statements about the environmental
impact of CFCs, the basis for removing
the essential-use designation for
pirbuterol in this rulemaking is no
significant barriers exist to
reformulating pirbuterol MDIs without
ODSs. We need not reach a conclusion
that pirbuterol MDIs release
cumulatively significant amounts of
ODSs. Furthermore, as discussed
previously, it is not necessary for us to
reach a conclusion on the public health
benefits of Maxair Autohaler, or to
conduct the balancing test to reach a
determination as to whether the release
of CFC ODSs is warranted in view of the
public health benefits. Regardless of
outcome, the balancing test would not
affect the ultimate finding in this
rulemaking that, because there are no
significant technical barriers to
reformulation of the product, pirbuterol
is no longer an essential use of ODSs
and should be removed from the list of
essential uses in § 2.125(e).

4. Additional Comments on
Miscellaneous Issues

a. Sufficiency of advisory committee
and open public meetings. (Comment
10) Graceway submitted a number of
comments claiming insufficiencies of
the two meetings held concerning the
proposed rule to remove the essential-
use designations of the seven moieties
that are the subject of this final rule.
Graceway asserts that the Pulmonary
and Allergy Drugs Advisory Committee
(PADAC) meeting held on July 14, 2005,
did not fulfill the 21 CFR 2.125(g)(2)
requirement for consultation with an
advisory committee because the notice
of the meeting did not identify the
products and moieties at issue, state that
the meeting was intended to fulfill
requirements of 21 CFR 2.125(g)(2), or
discuss the purpose and scope of the
meeting. Therefore, informed views
from independent experts could not be
obtained because interested persons/
companies either had no knowledge of
the meeting or had insufficient time to
adequately prepare for the meeting.
Graceway also asserts that the
background memorandum provided to
the PADAC was inadequate and that
committee members were confused. In
addition, Graceway asserts that the
agency did not properly consult with
the committee members as to the health
benefits of the moieties at issue and
failed to consider the committee’s
advice or recognize issues raised by the
committee members.

(Response) FDA may remove an
essential-use designation under section
2.125(g)(2) if it no longer meets certain
criteria after consultation with a
relevant advisory committee and after
holding an open public meeting. FDA
made clear in the 1999 rule proposing
criteria for removing essential-use
designations that, before removing any
essential-use designation, it would
consult with an advisory committee and
provide opportunity for public comment
(64 FR 47719 at 47722). FDA published
a notice in the Federal Register on May
10, 2005 (70 FR 24605), that the PADAC
would be convening on July 14, 2005, to
discuss the continued need for the
essential-use designations of
prescription drugs for the treatment of
asthma and COPD. The notice further
stated that interested persons could
present data, information, or views,
orally or in writing, on the issues
pending before the committee. This
notice provided sufficient time for those
persons or companies with an interest
in the essential-use designations of any
moieties used in drugs that treat asthma
or COPD to provide the committee
members with any information they
believed would be pertinent to the
decision to remove a designation.

It was noted at the meeting that the
committee was convened to determine
whether changes in medical practice
and the availability of alternatives
render the products listed as essential
no longer essential. The background
memorandum provided to the PADAC
described the regulatory criteria for
removing essential uses and advised the
committee to focus attention on the
criterion related to the important public
health benefits of the moieties. The
background memorandum also listed
those products containing CFCs that
were still marketed and for which there
were no current reformulations or direct
alternative products, and products
currently approved or marketed that do
not contain CFCs. These lists were
provided to assist the committee when
considering whether adequate
alternative therapy is available. The
opportunity to ask clarifying questions
was provided at the meeting, and
presentations were made by an
association representing manufacturers
of MDIs, particular MDI manufacturers,
and an interested person. Therefore, we
disagree with the assertion that
informed views from independent
experts could not be or were not
obtained.

After the presentations, the committee
discussed the individual moieties,
including pirbuterol, with regard to
their essentiality. A majority of the
members agreed that pirbuterol is
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nonessential. The transcript of the
meeting, available at http://
www.fda.gov/ohrms/dockets/ac/
cder05.html#PulmonaryAllergy, does
not reveal any confusion on the part of
the committee members. In the
proposed rule, we stated that we
consulted with the PADAC at their July
14, 2005, meeting on the essential-use
status of MDIs containing, among other
moieties, pirbuterol, and that the
PADAC members gave their opinions,
without dissent, that pirbuterol was no
longer an essential use of ODSs (72 FR
32030 at 32035, 32037). Thus, FDA has
taken full consideration of the opinions
of the committee members.

(Comment 11) Graceway asserts that
the agency failed to meet the spirit of
the 21 CFR 2.125(g)(2) public meeting
requirement to enrich notice-and-
comment rulemaking. Graceway stated
that scheduling the meeting with less
than 3 weeks’ notice, the lack of
publicity, and the decision to hold a
single meeting in one location were
barriers to participation by patients,
clinicians, and outside experts.
Graceway also stated that the agency
failed to solicit feedback on patients’
experience with HFA alternatives and
thus limited the scope of the
administrative record.

(Response) FDA published a notice in
the Federal Register on July 9, 2007 (72
FR 37137), that the public meeting
would be held on August 2, 2007, at
FDA'’s Center for Drug Evaluation and
Research Advisory Committee
conference room in Rockville, MD. The
notice stated that the meeting was to
solicit comments on the proposed rule
amending the regulation on the use of
ODSs to remove the essential-use
designations for certain MDIs, and
invited written or electronic comments
for consideration at the meeting, as well
as requests to speak at the meeting. We
believe we provided sufficient notice of
the meeting to allow for widespread
participation and did not create barriers
to participation by patients, clinicians,
and outside experts. Accordingly, we
disagree with Graceway’s implication
that the agency did not comply with the
regulatory requirement for an open
public meeting. Furthermore, in the
proposed rule, we solicited any
comments related to the removal of the
essential-use designations for MDIs
containing pirbuterol and other
moieties, and in the notice of the public
meeting we invited discussion of issues
on which we asked for comments in the
proposed rule. In fact, we received
thousands of comments on patients’
experiences with HFA alternatives to
pirbuterol in particular. Therefore, we
strongly disagree that the scope of the

administrative record was limited in
any way.

b. Sufficiency of proposed rule.
(Comment 12) Graceway argues that
FDA failed to publicize the proposed
rule through a press release, public
announcement, or on the Internet, and
inhibited public participation in the
rulemaking process.

(Response) Interested persons have
had ample notice that FDA was
considering removing the essential-use
designation for pirbuterol and the six
other drugs that are the subject of this
rulemaking. This issue was first
considered at the July 14, 2005, PADAC
meeting (see 70 FR 24605). The trade
press reported on this meeting, and
minutes and a transcript of the meeting
were placed on the Internet and are
available at http://www.fda.gov/
OHRMS/DOCKETS/ac/cder05.htmI#
PulmonaryAllergy. We also announced
our intention to publish a proposed rule
in the unified agendas published in the
Federal Register on December 11, 2006
(71 FR 73195 at 73223), and April 30,
2007 (72 FR 22489 at 22516). As stated
previously, we published the proposed
rule in the Federal Register on June 11,
2007 (72 FR 32030). These publications
put the public on notice of our intent to
remove the essential-use designations,
and invited comments on our proposal.
In addition, we held an open public
meeting, as discussed previously, for
which we solicited input from
interested parties. Several companies,
including Graceway, gave presentations
at the open public meeting.
Furthermore, our MDI Web site, http://
www.fda.gov/Drugs/DrugSafety/
InformationbyDrugClass/
ucm063054.htm, discusses the phase-
out of all essential use designations and
contains copies of all relevant
documents, including the June 11, 2007,
proposed rule. Our receipt of thousands
of comments on the proposed rule
further shows that the public was well
aware of our intent to remove the
essential-use designations and that
public participation was not inhibited.

(Comment 13) Graceway also argues
that FDA must give weight to the quality
and quantity of comments submitted in
response to the proposed rule because
the number of comments is material
where the degree of public interest is a
legitimate factor for consideration.
Graceway states that with regard to this
rule, input from patients, physicians,
and pharmacists is crucial because the
decision-making involves weighing
important and competing public policy
considerations.

(Response) We have given due weight
and full consideration to all comments
submitted in response to the proposed

rule. We have read each comment
individually and provided responses to
all unique comments submitted. When
comments were duplicative in
substance, we provided one response to
all like comments. We fully understand
the concern with removal of the
essential-use designations and have
weighed the public policy
considerations, as discussed previously.
After weighing the important and
competing public policy considerations,
and considering the nature and number
of comments, we have concluded that
the public is best served by the decision
to remove the essential-use designations
that are the subject of this rule.

(Comment 14) Graceway asserts that
FDA'’s failure to create a confidential
docket prevented companies from
commenting on issues related to
development of non-ODS formulations
of pirbuterol.

(Response) There is no provision in
our regulations for creating a
confidential docket. As we commented
previously with regard to technical
barriers, the pharmaceutical industry
has had success in formulating other
orally inhaled beta,—adrenergic
bronchodilators without ODSs. Given
the chemical similarity between the
moieties used in these other
bronchodilators and pirbuterol, and the
success with reformulating albuterol
and levalbuterol, there appears to be no
technical reason why pirbuterol cannot
be successfully reformulated into an
HFA MDI or other non-ODS inhalation
delivery system. Moreover, Graceway
could have readily provided general
comments related to development of a
non-ODS delivery system.

(Comment 15) Graceway stated that
FDA'’s concerns over the availability of
CFCs beyond 2009 are more properly
addressed through negotiation at
Montreal Protocol meetings, rather than
through removal of essential-use
designations.

(Response) As a Party to the Montreal
Protocol, the United States Government
committed to eliminating all non-
essential uses and reducing essential
uses of CFCs. The Preamble to the
Protocol states that the Parties are:
“Determined to protect the ozone layer
by taking precautionary measures to
control equitably total global emissions
of substances that deplete it, with the
ultimate objective of their elimination”
(Preamble to the Montreal Protocol
(emphasis added.)). FDA’s actions in
this rulemaking are consistent with the
United States’ position in meetings
regarding the Montreal Protocol.
Discussion of the United States’ position
with regard to the Montreal Protocol is
more appropriately directed to the
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Department of State, which heads the
United States delegation to meetings
regarding the Montreal Protocol. If any
company wants the United States to
alter any of the positions taken with the
Parties to the Protocol, it should present
its views to appropriate officials in the
State Department.

c. Regulatory Flexibility Act.
(Comment 16) Graceway asserts that
FDA erroneously concluded that none
of the firms that manufacture the seven
CFC MDIs is a small entity under the
Regulatory Flexibility Act because none
employs fewer than 750 people, and
therefore the proposed rule would not
have a significant economic impact on
a substantial number of small entities.
Graceway states that it is a small entity
because it employs fewer than 750
people. It also claims that it constitutes
a significant number of small entities
because Graceway makes up more than
5 percent of the total number of affected
entities (the five NDA holders for
prescription CFC MDI products) and
100 percent of the affected small
entities. Graceway also states that the
rule would have a significant economic
impact on it because Maxair comprises
15 percent of Graceway’s U.S. revenues.

(Response) As explained in our
Regulatory Flexibility Analysis (see
section VII), for purposes of determining
whether a substantial number of small
entities are affected by this rule, the
affected industry sector includes all
manufacturers of pharmaceutical
products in the United States. The
effects of this final rule are not limited
to the five NDA holders who are
marketing the seven ODS drug products.
Thus, the industry sector which will be
directly affected by this rule includes all
U.S. “pharmaceutical preparation
manufacturers.” The same industry
sector was considered to be affected by
the Albuterol final rule (70 FR 17191,
April 4, 2005).

According to the U.S. Department of
Commerce, the industry of
“pharmaceutical preparation
manufacturers” includes 901
establishments controlled by 723
companies (Ref. 3). Of these
establishments, 822 have fewer than 500
employees. Only one of these
companies, Graceway, has claimed that
it is a small business and that the rule
will cause it substantial economic harm.
We do not need to determine if
Graceway is in fact a small business,
because even if it is, one single small
affected entity among an industry of
hundreds does not constitute a
“substantial number” under the
Regulatory Flexibility Act. Department
of Health and Human Services

Guidance!? defines “substantial
number” as 5 percent or more of the
affected small entities within an
identified industry. Graceway does not
constitute 5 percent of the small entities
in the “pharmaceutical preparation
manufacturers” sector.

Because this rule would not affect a
substantial number of small entities, we
do not need to determine whether it
would have a significant economic
impact upon Graceway. Thus, we
continue to believe that this rule would
not have a significant economic impact
on a substantial number of small entities
and decline to reverse our previous
determination under the Regulatory
Flexibility Act.

d. National Environmental Policy Act.
(Comment 17) Graceway asserts that
FDA erroneously concluded that the
rule would not have a significant
adverse impact on the human
environment. Graceway states that HFA
alternatives to Maxair Autohaler and the
overall shift of the market to HFA
products have a significant global
warming impact. Consequently,
Graceway claims that FDA must provide
evidence and analysis in support of its
determination not to prepare an
environmental impact statement. In
particular, it maintains that FDA must
discuss the impact of the proposed
action and alternative approaches.

(Response) Therapeutic alternatives
that do not use an ODS are currently
marketed and appear to provide all of
the important public health benefits of
the listed drugs. These alternatives
generally use HFC-134a (CH,FCF3), or,
to a lesser degree, HFC-227ea (C3HF;) as
a propellant. While HFC-134a and HFC-
227ea are greenhouse gases (the global
warming potentials (GWPs) are around
1300 GWP14 and 2600 GWP,
respectively),1 the CFCs that were
previously used are ozone disrupting
compounds that have much higher
global warming potentials of 5000 to

13 Guidance on Proper Consideration of Small
Entities in Rulemakings of the U.S. Department of
Health and Human Services (May 2003).

14 GWP: Global warming potential; represents
how much a given mass of chemical contributes to
global warming over a given time period compared
with the same mass of carbon dioxide (GWP =1).

It is defined as the ratio of the time-integrative
radiative forcing from the instantaneous release of
1 kg of a trace substance relative to that of 1 kg of

a reference gas (in most cases CO,). All GWP values
represent global warming potential over a 100-year
time horizon.

15 U.S. Environmental Protection Agency, Global
Warming Potentials of ODS Substitutes: http://
www.epa.gov/Ozone/geninfo/gwps.html. Accessed
5/21/2009.

16 U.S. Environmental Protection Agency. Class I
Ozone-depleting Substances: http://www.epa.gov/
Ozone/science/ods/classone.html. Accessed 5/21/
2009.

11,000.16 In addition, considering the
density of the HFC propellant is about
30 percent lower than for the CFC
propellant, on a mass basis, the
quantities emitted are reduced by 30
percent (Ref. 4).

Considering this data, we concluded
that there will be an overall
improvement in the levels of potent
greenhouse gases released annually
from the use of oral pressurized MDIs as
a result of this action. Therefore, the
removal of the essential-use
designations results in a net
improvement on the environmental
effects of the use of these devices.
Because there is no net negative
environmental impact of this action,
alternative actions will not be
addressed. We encourage the
development of new forms of
propellants with even lower GWPs, as
well as other delivery possibilities, but
in the absence of such alternatives we
reaffirm the removal of the essential-use
designations for CFC-propelled MDIs as
an environmentally sound action.

D. Albuterol and Ipratropium in
Combination

We are removing the essential-use
designations for MDIs containing
albuterol sulfate and ipratropium
bromide in combination (Combivent
Inhalation Aerosol).1” Combivent
Inhalation Aerosol is a prescription
drug. Albuterol is a beta,—adrenergic
bronchodilator and ipratropium is an
anticholinergic bronchodilator. Both are
used in the treatment of bronchospasm
associated with COPD. The primary
advantage of using the two drugs in
combination is that by using two
distinctly different mechanisms of
action, the two drugs in combination
should produce greater bronchodilator
effect than using either drug alone. The
essential use for MDIs containing
albuterol sulfate and ipratropium
bromide in combination was added to
§2.125(e) in the Federal Register of
April 9, 1996 (61 FR 15700). Albuterol
and ipratropium, in combination, are
also sold as an inhalation solution
(DuoNeb Inhalation Solution) for use in
a nebulizer. Nebulizers do not use CFCs.
This current rulemaking will not affect
the regulatory status of DuoNeb
Inhalation Solution.

17 As noted in the proposed rule, we have
received a citizen petition from Boehringer
Ingelheim Pharmaceuticals, Inc. (BI) (Docket No.
2006P-0428/CP1). The petition asks us to refrain
from taking any action to remove the essential-use
designation for Combivent Inhalation Aerosol. We
have treated the petition as a comment on this
proposal.
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1. Do Substantial Technical Barriers to
Formulating Products Containing
Albuterol and Ipratropium in
Combination Without ODSs Exist?

In the proposed rule, we noted that
we had not been supplied with any
information to support a conclusion that
substantial technical barriers exist and
could not make an initial determination
on whether such barriers exist. We
received several comments about
technical barriers to reformulating
Combivent Inhalation Aerosol without
CFCs, one of which provided additional
information about Combivent Inhalation
Aerosol’s reformulation efforts.

(Comment 18) In its comment in
response to the proposed rule,
Boehringer Ingelheim Pharmaceuticals,
Inc. (BI), argues that substantial
technical barriers have hampered the
development of a CFC-free Combivent
Inhalation Aerosol. Specifically, BI
notes that Combivent Inhalation
Aerosol’s combination of two active
ingredients with different physico-
chemical properties presents unique
challenges for formulating a Combivent
HFA Inhalation Aerosol, including the
development of different valves and
materials for the HFA product.
According to BI, significant problems
arose during the clinical trial phase,
including clogging and valve sticking. In
addition, multiple formulations have
been developed. BI also provides more
detailed information on its current
progress in developing a non-HFA CFC-
free Combivent. Specifically, BI stated
that it anticipated filing an NDA for
Combivent Respimat at the end of 2008,
permitting FDA review and approval to
be completed by 2010 or 2011.

(Response) We have carefully
reviewed the information provided by
BI on its reformulation efforts. We have
considered whether all available
alternative technologies have been
evaluated and whether each alternative
is unusable. The information available
to the agency suggests that viable
alternatives exist or are in development.
Bl representatives stated at the Public
Meeting in August 2007 and BI stated in
its comment to the proposed rule that it
is in the process of developing
Combivent Respimat. BI’s comments
suggest that they anticipate being ready
to commercially produce and legally
distribute, and have the capacity to meet
current market demand for, a non-CFC
alternative Combivent product by 2011.
In addition, BI’s actions to date indicate
that it has overcome difficulties in
chemistry and manufacturing as it has
developed and tested a Combivent
Respimat product (see clinicaltrials.gov
at Respimat Combivent Trial in Chronic

Obstructive Pulmonary Disease (COPD),
ClinicalTrials.gov identifier
#NCT00400153 (completed April
2008)). We also note that both albuterol
and ipratropium bromide have been
successfully reformulated as non-CFC
products. We believe that the success of
BI’s reformulation efforts to date
demonstrates that although difficulties
may have been encountered, they do not
pose a substantial barrier to
reformulating as described in section III
of this document. Therefore, we
conclude that substantial technical
barriers to the development of a non-
CFC combination albuterol and
ipratropium product do not exist.

2. Do MDIs Containing Albuterol and
Ipratropium in Combination Provide an
Otherwise Unavailable Important Public
Health Benefit?

In the proposed rule, we solicited
comments on the public health benefits
of Combivent Inhalation Aerosols (72
FR 32039). We tentatively concluded
that Combivent Inhalation Aerosol does
not provide an otherwise unavailable
public health benefit and based this
tentative conclusion on our tentative
determination that an ipratropium
bromide HFA MDI used with an
albuterol sulfate HFA MDI would
provide an acceptable therapeutic
alternative to Combivent Inhalation
Aerosol. Because we have reached a
conclusion that there are no substantial
technical barriers to formulating
Combivent Inhalation Aerosol into a
non-ODS product, we do not believe it
is necessary to reach a conclusion on
the public health benefits of Combivent
Inhalation Aerosol. However, we sought
and received multiple comments in
response to the proposed rule
addressing the public health benefits of
Combivent Inhalation Aerosol, and we
believe it is appropriate to address the
public health benefits in light of these
comments.

(Comment 19) For a number of
reasons, BI disagrees with our tentative
conclusion that Combivent Inhalation
Aerosol does not provide an otherwise
unavailable important public health
benefit. BI claims that Combivent
Inhalation Aerosol users are elderly and
have COPD and co-morbid conditions,
making them an especially vulnerable
population. BI asserts that
noncompliance is a significant problem
among this population because many
users have multiple medical conditions
requiring multiple medications.
According to BI, switching Combivent
Inhalation Aerosol users to two separate
inhalers would decrease compliance,
increase medication errors due to
incorrect administration, and increase

treatment delays due to patient
confusion over which inhaler to use. BI
explains that compliance might
decrease because ipratropium bromide
has a longer onset of action, and
patients may perceive a lack of efficacy
if ipratropium bromide is administered
separately from albuterol, which would
lead patients to either overuse the
product or not use it at all. Bl also
argues that some patients with COPD
suffer from hyperinflation of the lungs,
which makes it more difficult to take the
deep breaths required for optimal
dosing of medications, and doubling the
number of inhalations to approximate
the same therapeutic effect of
Combivent Inhalation Aerosol would
significantly increase the burden on the
patient. We also received comments
from patients who claim that using two
inhalers would be too bulky. Several
other comments raise similar concerns
about compliance, and one comment
raises these concerns with respect to
patients with cystic fibrosis. Our
response below addresses all such
comments.

(Response) We believe that the
ipratropium bromide HFA MDI and the
albuterol sulfate HFA MDI, when used
together, provide similar therapeutic
benefits to Combivent Inhalation
Aerosol. Using the two MDIs together
will deliver the same dose of
ipratropium (18 micrograms (mcg) per
inhalation) and essentially the same
dose of albuterol (108 mcg versus 103
mcg per inhalation) as the dose
delivered by Combivent Inhalation
Aerosol. As we noted in the proposed
rule, the primary advantage of using the
two drugs in combination is that by
using two distinctly different
mechanisms of action (albuterol is a
beta,—adrenergic bronchodilator while
ipratropium bromide is an
anticholinergic bronchodilator), the two
drugs in combination should produce
greater bronchodilator effect than using
either drug alone. Combivent Inhalation
Aerosol is a combination of convenience
that is intended to facilitate patient use
of the two drug products together.

Although it is not necessary for this
rulemaking to evaluate whether the non-
CFC therapeutic alternative has
approximately the same level of
convenience as the product it replaces,
the analysis may be useful in light of the
comments. As we stated in the 2002
rule, “in evaluating whether an
alternative has approximately the same
level of convenience of use compared to
the ODS product containing the same
active moiety, FDA will consider
whether: (1) The product has
approximately the same or better
portability; (2) the product requires
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approximately the same amount of or
less preparation before use; and (3) the
product does not require significantly
greater physical effort or dexterity” (67
FR 48370 at 48374).

The proposed non-CFC alternatives to
Combivent Inhalation Aerosol, an
ipratropium bromide HFA MDI used
with an albuterol sulfate HFA MDI, are
MDIs like Combivent Inhalation Aerosol
and are similarly portable. Both the CFC
product and the HFA products require
priming if they have not been used for
a period of time, and therefore both
products require approximately the
same amount of preparation. We note
that priming is only required when the
product has not been used for a period
of time. Because these inhalers are
intended for daily use, we do not
anticipate that regular priming would be
necessary. And although twice as many
puffs are required to deliver the dose of
separate albuterol and ipratropium
bromide into the lungs, the additional
puffs do not require significantly greater
physical effort or dexterity. In addition,
we have not found any data to suggest
that administering twice the number of
puffs would be a significant burden for
patients with hyperinflation. We
acknowledge that carrying two inhalers
is twice as bulky as carrying one, and
some patients may find Combivent
Inhalation Aerosol more convenient to
use, but we believe that the therapeutic
alternatives are only marginally less
convenient, and any convenience
provided by the availability of
Combivent Inhalation Aerosol does not
reach the level of essentiality.

We also acknowledge that some
patients, particularly those with co-
morbid conditions who are taking
multiple medications, may be more
compliant when using a Combivent
Inhalation Aerosol than when using an
ipratropium bromide HFA MDI with an
albuterol sulfate HFA MDI. We believe
that concerns about patient compliance
can be appropriately addressed with
patient outreach campaigns that provide
education on how to use HFA MDIs
correctly and the benefits of using both
MDIs together. As we have stated
elsewhere in this document, learning
how to properly maintain and
administer medications is a sometimes
difficult, but necessary, task for many
patients with chronic diseases. During
the transition period, we intend to
conduct this type of patient outreach
campaign, and we encourage other
stakeholders to work with us in
educating Combivent Inhalation Aerosol
users on the therapeutic alternatives.
Because patient compliance may be
greater with combination products such
as Combivent Inhalation Aerosol, we

intend to closely monitor the
availability of any reformulated
combination MDI product and the
transition to the therapeutic alternatives
identified in this rule, including
albuterol and ipratropium delivered in
single-ingredient MDIs, and modify the
patient outreach efforts as appropriate.

(Comment 20) BI and other comments
also argue that a decrease in compliance
would lead to increased exacerbations
and an increase in overall health care
costs.

(Response) In one nonrandomized
retrospective study comparing use of
two separate inhalers to use of
Combivent Inhalation Aerosol,
Chrischilles et al. concluded that
Combivent Inhalation Aerosol users
were more compliant and had
significantly lower average monthly
health care costs compared to users of
two separate inhalers (Ref. 5). Although
the validity of the results depends on
the authors’ ability to control for
important differences in the patient
populations, we do not disagree with
the conclusion that using two inhalers
may be more expensive than using one
combination inhaler, and we have
identified and assessed those costs in
our Analysis of Impacts.

(Comment 21) BI further argues that
the proposed CFC-free therapeutic
alternatives to Combivent Inhalation
Aerosol (an ipratropium bromide HFA
MDI used with an albuterol sulfate HFA
MDI) have not been shown to provide
similar therapeutic benefits. One
comment claims that clinical studies
have shown that a single inhaler of
Combivent Inhalation Aerosol is more
effective for the treatment of COPD than
two separate inhalers. Several
comments oppose the market removal of
Combivent Inhalation Aerosol, arguing
the combination of two medications that
must be taken separately is not a
substitute for the single product,
Combivent Inhalation Aerosol.

(Response) As stated earlier, using the
two MDIs together will deliver the same
dose of ipratropium (18 mcg per
inhalation) and essentially the same
dose of albuterol (108 mcg versus 103
mcg per inhalation) as the dose
delivered by Combivent Inhalation
Aerosol. We are not aware of any data
demonstrating that Combivent
Inhalation Aerosol is clinically superior
to an ipratropium bromide HFA MDI
used with an albuterol sulfate HFA MDI.
Other than the study by Chrischilles
discussed earlier, most of the data cited
by BI refers to older studies that did not
study albuterol and ipratropium in
combination inhalers. And as discussed
earlier, we acknowledge that use of a
combination inhaler may increase

compliance, but we believe compliance
can be increased with proper patient
education, and we do not consider this
factor to be determinative of public
health benefit.

Neither the Chrischilles study nor any
other study available to us or cited by
BI demonstrates that Combivent
Inhalation Aerosol is clinically superior
to the two inhalers used together. We
believe that the ipratropium bromide
HFA MDI and the albuterol sulfate HFA
MDI used together provide similar
therapeutic benefits to the Combivent
Inhalation Aerosol. We also note that
albuterol and ipratropium bromide in
combination are also available as an
inhalation solution for use in a
nebulizer (marketed as DuoNeb
Inhalation Solution). DuoNeb Inhalation
Solution is an option for patients who
prefer a combination drug product. The
availability of these therapeutic
alternatives supports a conclusion that
Combivent Inhalation Aerosol does not
provide an otherwise unavailable
important public health benefit.

3. Does Use of MDIs Containing
Albuterol and Ipratropium in
Combination Release Cumulatively
Significant Amounts of ODSs Into the
Atmosphere and Is the Release
Warranted Because These MDIs Provide
an Otherwise Unavailable Important
Public Health Benefit?

As explained in the criteria in section
III of this document, because we have
found in this rule that there are no
substantial technical barriers to
reformulating Combivent Inhalation
Aerosol, we are required to find that the
use of Combivent Inhalation Aerosol is
not essential, and we do not need to
reach a decision on the third criterion
in § 2.125(f)(1). However, we received
several comments about this criterion,
which we address below.

(Comment 22) BI argues that removing
Combivent Inhalation Aerosol from the
market would not significantly decrease
the cumulative release of CFCs into the
atmosphere and would have a negligible
effect on the recovery of the
stratospheric ozone layer. They also
argue that any effect would not
outweigh treatment disruption, health
risks, and costs to Combivent Inhalation
Aerosol users as a result of the market
removal. According to BI, Combivent
Inhalation Aerosol usage is expected to
account for approximately 175 to 200
metric tons of annual CFC emissions in
the coming years. Several comments
assert that the amount of ODSs released
from Combivent Inhalation Aerosol is
insignificant, and eliminating their use
would not provide a significant
environmental benefit.
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(Response) As we stated in the
proposed rule and elsewhere in this
document, the environmental impact of
individual uses of nonessential CFCs
must be evaluated in the context of the
overall use of CFCs. The quantity of
CFCs released from Combivent
Inhalation Aerosol represents a
significant portion of the total quantity
of CFCs released from MDIs in the
United States. FDA has not been
assigned the task of determining what
amount of environmental benefit would
result from the removal of CFC-
containing medical devices, diagnostic
products, drugs, and drug delivery
systems from the market. FDA is
required to determine whether such
products are essential uses of ODSs, and
this rulemaking fulfills that obligation
with respect to Combivent Inhalation
Aerosol.

(Comment 23) BI argues that the
proposed rule did not provide data or
analysis demonstrating the amount of
CFCs which constitutes a significant
release. Bl also comments that the
criterion under the essential-use
regulation was established to determine
an individual product’s release and its
effect on the ozone layer, not whether it
is significant relative to the release from
other products. BI argues that our
standard for determining whether a
product releases significant amounts of
ODSs into the atmosphere is not
supported by science and should be
developed in accordance with notice-
and-comment rulemaking procedures.

(Response) We do not agree that the
proposed rule did not provide data or
analysis demonstrating the amount of
CFCs which constitutes a significant
release. We also disagree that our
standard is not science-based or was
developed without the opportunity for
public comment. In reaching our
tentative conclusion in the proposed
rule that any release of CFCs from
Combivent Inhalation Aerosol is
cumulatively significant, we discussed
our reasoning at length and cited
multiple policy statements and other
sources in support of our conclusion.
We also solicited and received
comments on our tentative conclusion.
Through previous legislative and
administrative actions, the United States
has evaluated the environmental effect
of eliminating the use of all CFCs and
has made a decision to fully phase out
the use of CFCs over time. Our
conclusion that any release is
cumulative is based on these legislative
and administrative actions and reflects
environmental science policies that
have been developed over time through
a public process.

(Comment 24) A few comments claim
that CFCs used in Combivent Inhalation
Aerosol do not have an adverse impact
on the environment because the CFCs
are inhaled rather than released into the
environment.

(Response) As we have noted in
previous rulemakings, nearly all of the
CFCs inhaled into the lungs from an
MDI are almost immediately exhaled
into the environment (70 FR 17168 at
17179, April 4, 2005; 73 FR 69532 at
69540, November 19, 2008). The small
amounts of CFCs absorbed into the body
are later excreted and exhaled without
being broken down. Essentially all of
the CFCs released from an MDI end up
in the atmosphere with resulting harm
to the stratospheric ozone layer.

(Comment 25) One comment argues
that the CFCs released from Combivent
Inhalation Aerosol are less damaging to
the ozone layer than the fumes from one
diesel truck.

(Response) This comment appears to
confuse CFCs with other greenhouse
gases such as carbon dioxide and
nitrous oxide. FDA’s regulations at 21
CFR 2.125 reflect an international effort
to reduce the production, importation,
and use of substances that deplete the
ozone layer. We are publishing this rule
because the criteria in § 2.125 have been
met, rather than because of any
contribution CFCs may be making
towards global warming.

(Comment 26) Another comment
suggests FDA retain the essential-use
designation for Combivent Inhalation
Aerosol and instead remove other
inhalants, such as aerosol hair sprays,
spray paint, and perfumes.

(Response) The use of CFCs in
cosmetics such as aerosol hair sprays,
deodorant, shaving cream, and perfume
was banned in 1978, along with the use
of CFCs in spray paint, and household,
food and automotive products.

4. Additional Comments on
Miscellaneous Issues

a. Criteria used in rulemaking.
(Comment 27) BI argues that the criteria
in 21 CFR 2.125(g)(3)(ii), (g)(3)(iii),
(g)(3)(iv), and (g)(4)(ii)*8 should be

18Included in 21 CFR 2.125(g)(3)(ii), (g)(3)(iii),
and (g)(3)(iv) are some of the criteria for removing
an essential-use designation for individual active
moieties marketed as ODS products and
represented by one new drug application. They
require, among other criteria, that supplies and
product capacity for the non-ODS product(s) exist
or will exist at levels sufficient to meet patient
need; adequate U.S. postmarketing data are
available for the non-ODS product; and patients
who medically require the ODS product are
adequately served by the non-ODS product(s)
containing that active moiety and other available
products. Section 2.125(g)(4)(ii) incorporates these
criteria by cross-reference and requires that they be
met prior to removing the essential-use designation

applied to any proposed CFC-free
replacement. According to its comment,
ignoring or failing to fully consider
these criteria could result in patients
being switched to “therapeutically
inferior” alternatives. At a minimum, BI
argues that this rulemaking should
incorporate the analysis used in the
albuterol rulemaking.

(Response) The criteria in § 2.125(f)(1)
we are using in this rulemaking, as
cross-referenced in § 2.125(g)(2), are
different from those in the albuterol
rulemaking. Although the analysis used
here is not identical to that used under
§ 2.125(g)(4) in the albuterol
rulemaking, in both the albuterol
rulemaking and this rulemaking, the
primary focus is on determining
whether acceptable alternatives exist for
the products that are marketed under
the essential use. Section 2.125(g)(2)
permits FDA to remove an essential use
even if there are no alternatives
available with the same active moiety
provided that sufficient alternative
products with different active moieties
exist to meet the needs of patients,
because the essential use would then no
longer provide an otherwise unavailable
important health benefit. In the case of
Combivent Inhalation Aerosol, both
active moieties have been reformulated
without CFCs, and FDA disagrees that
the albuterol HFA MDI and the
ipratropium bromide HFA MDI are
therapeutically inferior to Combivent
Inhalation Aerosol. As stated earlier, we
find them to be therapeutically
equivalent, and we believe the two
MDIs used together will meet the needs
of current Combivent Inhalation Aerosol
users.

b. Intent to reformulate. (Comment
28) BI argues that removing Combivent
Inhalation Aerosol’s essential-use
designation before a replacement can be
developed preempts BI's good faith
efforts to reformulate (a requirement
under the Montreal Protocol).

(Response) Nothing about this
decision precludes BI from
reformulating. A reformulated product
can be approved at any time after FDA
has determined an NDA meets approval
standards. Based on BI’s assertions, it is
possible a replacement will be available
prior to the effective date of this rule for
Combivent Inhalation Aerosol.

c. Deadline for overall CFC phase-out.
(Comment 29) BI comments that the
Montreal Protocol and the Clean Air Act
do not set a firm deadline for the phase-
out of CFC usage in MDIs, and FDA
should exercise greater flexibility in its
essential-use rulemakings.

for individual active moieties marketed as ODS
products that are represented by two or more NDAs.
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(Response) As stated in the 2002 final
rule, we reviewed the text of the Clean
Air Act, its legislative history, the text
of the Montreal Protocol, and decisions
by the Parties to the Protocol. FDA also
further discussed its understanding of
the Clean Air Act and the Protocol with
the EPA. The Clean Air Act does not
state specifically whether such
essential-use exemptions may continue
indefinitely or must terminate at some
future time. However, the legislative
history for section 604(d)(2) of the Clean
Air Act makes clear that the exemption
is only permitted for a limited time.
Specifically, the Senate Conference
Report for this section of the Clean Air
Act states: The centerpiece of the
stratospheric ozone protection program
established by this title is the phase-out
of production and consumption of all
ODSs (136 Cong. Rec. S16895 at 16946
and 16947 (daily ed. Oct. 27, 1990)).
These statements are consistent with the
Montreal Protocol. The Preamble to the
Protocol states that the Parties are:
Determined to protect the ozone layer
by taking precautionary measures to
control equitably total global emissions
of substances that deplete it, with the
ultimate objective of their elimination
(Preamble to the Montreal Protocol
(emphasis added)). Decision IV/25 of
the Parties to the Protocol also indicates
that essential-use exemptions are
temporary. This decision asks the
Technology and Economic Assessment
Panel to determine an estimated
duration for each essential use, the steps
necessary to ensure alternatives are
available as soon as possible, and
whether previously qualified essential
uses should no longer qualify as
essential. Thus, although it is true that
there is no set date for termination of
essential-use exemptions, it is also clear
that the exemptions were intended to be
limited in number and duration and
were not intended to exist forever.

d. Sufficiency of advisory committee
meeting. (Comment 30) BI argues that
little public notice was provided for the
2005 PADAC meeting and the notice
contained little guidance on public
participation and did not seek specific
public input. BI also argues that the
straw poll conducted at the PADAC
meeting did not take into account the
status of BI's CFC-free Combivent
development programs. BI claims that
had the PADAC members been provided
a more complete record upon which to
base their opinions, a majority would
have recommended continuation of
Combivent Inhalation Aerosol’s
essentiality and rejected the proposed
therapeutic alternatives.

(Response) As stated earlier in this
document, FDA, after consultation with

a relevant advisory committee and after
holding an open public meeting, may
remove an essential-use designation
under section 2.125(g)(2) if it no longer
meets certain criteria. FDA made clear
in the 1999 rule proposing criteria for
removing essential-use designations that
before removing any essential-use
designation, it would consult with an
advisory committee and provide
opportunity for public comment (64 FR
47719 at 47722). FDA published a
notice in the Federal Register on May
10, 2005 (70 FR 24605), that the PADAC
would be convening on July 14, 2005, to
discuss the continued need for the
essential-use designations of
prescription drugs for the treatment of
asthma and COPD. The notice further
stated that interested persons could
present data, information, or views,
orally or in writing, on the issues
pending before the committee. This
notice provided sufficient time for those
persons or companies with an interest
in the essential-use designations of any
moieties used in drugs that treat asthma
or COPD to provide the committee
members with any information they
believed would be pertinent to the
decision to remove or continue a
designation. Therefore, we disagree with
the assertion that little public notice
was provided for the 2005 PADAC
meeting and the notice contained little
guidance on public participation and
did not seek specific public input.

We also disagree with the assertion
that PADAC members were not
provided a complete record upon which
to base their opinions. At the PADAC
meeting, an FDA representative made a
detailed presentation to committee
members on the Montreal Protocol and
the essential-use process and
rulemakings, including identification
and description of the current essential
uses and their therapeutic alternatives,
as well as the criteria for removing the
essential-use designations. After the
FDA presentation, committee members
had the opportunity to ask clarifying
questions, and additional presentations
were made by an association
representing manufacturers of MDIs,
specific MDI manufacturers, and an
interested person. Committee members
had additional time to discuss the
individual moieties after these
presentations were made. We believe
that the record demonstrates the PADAC
was provided ample information on
which to render a vote.

E. Effective date

In the proposed rule, we proposed an
effective date for removal of the
essential-use designations for all seven
moieties of December 31, 2009, and we

solicited comments on this proposed
effective date. We noted in the proposed
rule that, depending on the data
presented to us during the course of the
rulemaking, we may determine that it is
appropriate to have different effective
dates for different uses.

We did not receive any substantive
comments on the proposed effective
date for metaproterenol and nedocromil.
Alupent Inhalation Aerosol and Tilade
Inhaler have been discontinued by BI
and King Pharmaceuticals, Inc.,
respectively. BI has informed us that
any Alupent Inhalation Aerosols that
may be in retail or wholesale stocks will
have passed their expiration date by
December 2009. Accordingly, we have
determined that the appropriate
effective date for the removal of the
essential-use designations for
metaproterenol and nedocromil is June
14, 2010.

We did not receive any substantive
comments on the proposed effective
date for triamcinolone, and cromolyn.
To allow an adequate length of time for
patients to transition to the therapeutic
alternatives identified in this rule, we
have determined that December 31,
2010, is an appropriate effective date for
removing the essential-use designations
for triamcinolone and cromolyn. The
additional period ensures more time to
disseminate information about the
phase-out to patients to ensure an
orderly transition that is protective of
public health.

We received one comment regarding
the effective date for flunisolide from
Forest Laboratories, Inc., the exclusive
distributor for Aerobid (flunisolide)
Inhaler System via a licensing
agreement with Roche Palo Alto, the
NDA holder for Aerobid. Forest requests
an 18-month delay in the effective date
of the rule. In its comment, Forest states
that a June 30, 2011, effective date
would allow time for Forest to
commercially produce and market its
non-CFC flunisolide formulation,
Aerospan Inhalation Aerosol. We have
considered this request and have
determined that a June 30, 2011,
effective date is appropriate for
removing the essential-use designation
for flunisolide. The June 30, 2011,
effective date will provide sufficient
time for current Aerobid Inhaler System
users to transition to the therapeutic
alternatives including Aerospan
Inhalation Aerosol. We also note that
the June 30, 2011, effective date
provides sufficient time for Forest to
prepare for commercial distribution of
Aerospan Inhalation Aerosol.

We received several comments on the
effective date for Combivent Inhalation
Aerosol and Maxair Autohaler. After
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considering the comments, we were
persuaded that December 31, 2013,
rather than December 31, 2009, as
proposed, is a more appropriate
effective date for removing the essential-
use designations for Combivent
Inhalation Aerosol and Maxair
Autohaler. The December 31, 2013, date
provides additional time to disseminate
information about the transition to
Combivent Inhalation Aerosol and
Maxair Autohaler users who may have
multiple health conditions that may
make it more difficult to transition, and
allows these individuals more time to
transition to appropriate non-CFC
alternatives. It also allows sufficient
time for manufacturers to increase
production of albuterol HFA MDIs and
ipratropium bromide HFA MDIs to
ensure adequate supplies for patients.
Finally, we believe a December 31,
2013, effective date gives sufficient time
for the development of a non-CFC
formulation of a combination product
containing albuterol and ipratropium or
a non-CFC formulation of pirbuterol and
processing of an application for new
drug approval. In our responses to the
comments below, we further explain the
basis for our decision to extend the
effective date from that proposed for
Combivent Inhalation Aerosol and
Maxair Autohalers.

(Comment 31) We received many
comments requesting that the effective
date be delayed until a CFC-free
Combivent Inhalation Aerosol is
available and to ensure patients will
continue to have access to Maxair
Autohaler during the reformulation and
regulatory review phases. Bl requests
that FDA refrain from removing the
essential-use designation for Combivent
Inhalation Aerosol and initiate a future
rulemaking addressing Combivent
Inhalation Aerosol once a non-CFC
Combivent product has been developed
and approved by the agency for
marketing. Another comment suggests
that FDA condition the effective date
(and therefore the length of the
transition period) on the submission of
an NDA and reconsider the
appropriateness and length of the date
once the NDA has been submitted for
review. Graceway recommends that the
agency revisit the essential-use status of
pirbuterol after December 2012 to
ensure essential products are available
and requests an effective date of
December 31, 2015.

(Response) As stated above, we
carefully evaluated the comments
submitted in response to the proposed
rule and have determined that an
effective date of December 31, 2013, is
appropriate for the removal of the
essential-use designation for Combivent

Inhalation Aerosol and Maxair
Autohaler. We acknowledge that the
presence of a non-CFC replacement for
Combivent Inhalation Aerosol and
Maxair Autohaler may be convenient for
users. However, we note that a
December 31, 2013, effective date allows
a reasonable time to permit the
development of a non-CFC replacement.
Currently, we believe there are adequate
non-CFC alternatives for Combivent
Inhalation Aerosol available in the form
of separate albuterol HFA MDIs and
ipratropium bromide HFA MDIs. With
respect to Maxair Autohaler, we believe
adequate non-CFC alternatives exist in
the form of Albuterol in HFA MDIs or
in a nebulizer.

The effective date we are establishing
for the removal of the essential-use
designations for Combivent Inhalation
Aerosol and Maxair Autohaler provides
over 3 additional years for
manufacturers to scale up production of
albuterol HFA MDIs and ipratropium
bromide HFA MDIs and will help
ensure that there will be adequate
supplies of the MDIs for patients. The
effective date also provides over 3 years
for patients and their health care
providers to consider the different
formulations of albuterol HFA MDI and
levalbuterol HFA MDI and select the
most appropriate therapeutic
alternative. We are also permitting
additional time for patients to transition
from using a combination product to
using two separate MDIs, to choose and
adapt to a traditional press-and-breathe
MDI, or to switch to using a nebulized
solution.

We believe that educating patients
and health care providers about the
transition to other asthma treatments is
very important to an orderly and safe
transition of patients currently using
Combivent Inhalation Aerosol and
Maxair Autohaler, particularly for
elderly patients, those with co-morbid
conditions who are taking multiple
medications, or those patients with
coordination problems. The need to
ensure that we have permitted sufficient
time for patient education for
transitioning from a Combivent
Inhalation Aerosol or a Maxair
Autohaler to an appropriate non-CFC
substitute was an important factor in
our decision to extend the proposed
effective date in this final rule, to
December 31, 2013. We will actively
monitor the transition to CFC-free
alternatives. Anyone who wishes to
discuss a cooperative educational effort
with DHHS and FDA should contact
FDA or the Office of the Secretary of
DHHS.

With respect to a conditional effective
date for Combivent Inhalation Aerosol,

we believe it is important to specify a
date certain when Combivent Inhalation
Aerosol can no longer be marketed so
patients and their health care providers
may transition to therapeutic
alternatives in a timely and orderly
manner. We also note that the December
31, 2013, effective date allows a
reasonable time to permit the
development and approval of a non-CFC
replacement for Combivent Inhalation
Aerosol.

We decline to exclude Combivent
Inhalation Aerosol from the rulemaking,
as requested by BI. As discussed
elsewhere in this document, the United
States is committed to phasing out the
remaining essential-use designations in
the context of the Montreal Protocol. We
believe finalizing this rule now and
setting an effective date for Combivent
Inhalation Aerosol that provides over a
3-year transition affects the eventual
transition in a manner that is consistent
with our duty to protect the public
health.

F. Conclusions

We conclude there are no substantial
technical barriers to formulating
flunisolide, triamcinolone,
metaproterenol, pirbuterol, albuterol
and ipratropium in combination,
cromolyn, and nedocromil as products
that do not release ODSs. The evidence
presented to the agency during this
rulemaking does not meet the high
threshold required by the first criterion
on substantial technical barriers. We
therefore conclude that oral pressurized
MDIs containing flunisolide,
triamcinolone, metaproterenol,
pirbuterol, albuterol and ipratropium in
combination, cromolyn, and nedocromil
are no longer essential uses of ODSs and
will be removed from the list of
essential uses in § 2.125(e) as of the
effective dates specified in this rule.

V. Environmental Impact

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Division of Dockets Management
(see ADDRESSES) between 9 a.m. and 4
p-m., Monday through Friday. Under
FDA'’s regulations implementing the
National Environmental Policy Act (21
CFR part 25), an action of this type
would require an environmental
assessment under 21 CFR 25.31(a).
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VI. Analysis of Impacts
A. Introduction

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is an
economically significant regulatory
action under the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because only one CFC MDI
manufacturer may possibly be
considered a small entity, and one
single small entity among an industry of
hundreds does not constitute a
“substantial number” under the
Regulatory Flexibility Act, the agency
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $133
million, using the most current (2008)
Implicit Price Deflator for the Gross

Domestic Product. This final rule may
result in a 1-year expenditure that
would meet or exceed this amount.

The Congressional Review Act
requires that regulations that have been
identified as being major must be
submitted to Congress before taking
effect. This rule is major under the
Congressional Review Act.

Limitations in the available data
prevent us from estimating
quantitatively the anticipated costs and
benefits to society, so we focus instead
on proxy measures. The costs of this
final rule include the benefits lost by
consumers who would have bought
MDIs at current prices, but would not
buy them at higher prices. Consumers of
flunisolide MDIs (Aerobid Inhaler
System) and MDIs delivering albuterol
and ipratropium in combination
(Combivent Inhalation Aerosol) will
face higher prices because available
substitutes cost more. In contrast, users
of triamcinolone MDIs (Azmacort
Inhalation Aerosol), metaproterenol
MDIs (Alupent Inhalation Aerosol),
pirbuterol MDIs (Maxair Autohaler),
cromolyn sodium MDIs (Intal Inhaler),
and nedocromil sodium MDIs (Tilade
Inhaler) will be able to switch to less
expensive alternatives. Consumers of
these products may benefit as they are
made aware of less expensive,
therapeutically adequate alternatives to
the MDIs they currently use. In the
transition, these consumers may also be
inconvenienced by the need to become
accustomed to using an alternative
product.

Net spending by consumers and third-
party payers, including Federal and
State Governments, will increase as
patients switch to more expensive
therapeutic alternatives; the potential
for spending reductions by users of
Azmacort, Alupent, Maxair, Intal, and
Tilade is not enough to offset expected
increases in spending by users of
Aerobid and Combivent. These

spending increases, however, overstate
social costs because, to some extent,
they represent resources transferred
from drug buyers (consumers and third-
party payers) to drug sellers (drug
manufacturers, wholesalers,
pharmacies). We estimate that the
introduction of generic albuterol HFA
MDIs to the market will eliminate price
and spending increases resulting from
this final rule. The benefits of this rule
include the value of improvements in
the environment and public health that
may result from reduced emissions of
ODSs (for example, the reduced future
incidence of skin cancers and cataracts).
The benefits also include improved
expected returns on investments in
environmentally-friendly technologies
and greater international cooperation to
comply with the Montreal Protocol.

Estimated spending increases
(summarized in tables 1 and 2 of this
document) cannot be attributed solely to
this rule. These increases result from
Combivent users switching to Atrovent
Inhalation Aerosol and albuterol HFA
MDIs. The increased spending from this
switch, in turn, is driven by the switch
from inexpensive generic albuterol CFC
MDIs to more expensive albuterol HFA
MDIs, which was mandated in an earlier
rulemaking (70 FR 17168, April 4,
2005). The spending increases described
here may therefore be viewed as costs of
the larger transition away from CFC
products, rather than costs resulting
from this rule in particular. We cannot
conclusively attribute these estimated
spending increases to either the prior
rule or this final rule. While table 1
provides the annual quantifiable effects
after all moieties have been removed
from the market, table 2 provides the
total impacts, factoring in the staggered
phase-out and using two different
possibilities for the date of HFA patent
expiration.

TABLE 1.—SUMMARY OF ANNUAL QUANTIFIABLE EFFECTS OF THE FINAL RULE AFTER ALL SEVEN MOIETIES ARE

REMOVED FROM THE MARKET

Patient Days of Therapy Affected

Increased MDI Expenditures,
in 2009 dollars

Possible Reduction in Days of
Therapy Used (millions)

Reduced CFC Emissions From
Phase-Out (tonnes)

300 million

$90-$280 million

0.20-4.2 310-365

TABLE 2.—SUMMARY OF IMPACTS FROM PHASE-OUT TO DATE OF HFA PATENT

EXPIRATION

Date of HFA Patent Expiration

Possible Change in Use of
Asthma and COPD Therapy
(million days of therapy)

Discount Rate

Increases in Expenditures on
CFC-based MDlIs, Present
Value in 2010 (billions)

2012

NA

3% -$0.09 — -$0.04

7% -$0.09 - -$0.04
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TABLE 2.—SUMMARY OF IMPACTS FROM PHASE-OUT TO DATE OF HFA PATENT EXPIRATION—Continued

Date of HFA Patent Expiration

Possible Change in Use of
Asthma and COPD Therapy
(million days of therapy)

Discount Rate

Increases in Expenditures on
CFC-based MDls, Present
Value in 2010 (billions)

2017

0.33-14

3% $0.16-$0.91

7% $0.12-$0.73

The decreased use of MDIs may
adversely affect some patients, but we
currently lack data that would allow us
to characterize such effects
quantitatively. We also are unable to
estimate quantitatively the reductions in
skin cancers, cataracts, and
environmental harm that may result
from the reduction in CFC emissions by
310 to 365 tonnes during these years.
Although we cannot estimate
quantitatively the public health effects
of the phase-out, based on a qualitative
assessment, the agency concludes that
the benefits of this regulation justify its
costs.

We state the need for the regulation
and its objective in section VI.B of this
document. Section VI.C of the analysis
provides background on CFC depletion
of stratospheric ozone, the Montreal
Protocol, the MDI market, and the
health conditions that the seven
moieties treat. We analyze the benefits
and costs of the rule, including effects
on government outlays, in section VI.D
of this analysis. We assess alternative
dates in section VLE of this analysis,
and discuss our sensitivity analysis in
section VLF. We discuss our
conclusions in section VLG of this
analysis. We present an analysis of the
effects on small business in a regulatory
flexibility analysis in section VII of this
document.

B. Need for Regulation and the
Objective of this Rule

The objective of this final rule is to
respond to the treaty requiring the
United States to reduce atmospheric
emissions of ODSs, specifically CFCs.
CFCs and other ODSs deplete the
stratospheric ozone that protects the
Earth from ultraviolet solar radiation.
We are ending the essential-use
designation for ODSs used in MDIs
containing triamcinolone,
metaproterenol, pirbuterol, cromolyn
sodium, nedocromil sodium,
flunisolide, and albuterol and
ipratropium in combination, because we
have concluded that adequate
therapeutic alternatives are available.
Removing this essential-use designation
will comply with obligations under the
Montreal Protocol and the Clean Air

Act, thereby reducing emissions that
deplete stratospheric ozone.

C. Background

1. CFCs and Stratospheric Ozone

During the 1970s, scientists became
aware of a relationship between the
level of stratospheric ozone and
industrial use of CFCs. Ozone (03),
which causes respiratory problems
when it occurs in elevated
concentrations near the ground, shields
the Earth from potentially harmful solar
radiation when it is in the stratosphere.
Excessive exposure to solar radiation is
associated with adverse health effects
such as skin cancer and cataracts, as
well as adverse environmental effects.
Emissions of CFCs and other ODSs
reduce stratospheric ozone
concentrations through a catalytic
reaction, thereby allowing more solar
radiation to reach the Earth’s surface.
Because of this effect and its
consequences, environmental scientists
from the United States and other
countries advocate ending all uses of
these chemicals.

2. The Montreal Protocol

The international effort to craft a
coordinated response to the global
environmental problem of stratospheric
ozone depletion culminated in the
Montreal Protocol, an international
agreement to regulate and reduce
production of ODSs. The Montreal
Protocol is described in section II.B.2 of
this document. One hundred and
ninety-six countries are now Parties to
the Montreal Protocol, and the overall
usage of CFCs has been dramatically
reduced. In 1986, global consumption of
CFCs totaled about 1.1 million tonnes
annually, and by 2004, total annual
production had been reduced to 70,000
tonnes (Ref. 6). This decline amounts to
more than a 90-percent decrease in
production and is a key measure of the
success of the Montreal Protocol. Within
the United States, use of ODSs, and
CFCs in particular, has fallen sharply;
production and importation of CFCs is
less than 1 percent of 1989 production
and importation (Ref. 6).

A relevant aspect of the Montreal
Protocol is that production of CFCs in
any year by any country is banned after

the phase-out date unless the Parties to
the Montreal Protocol agree to designate
the use for which the CFCs are
produced as “essential” and approve a
quantity of new production for that use.

Each year, each Party nominates the
amount of CFCs needed for each
essential use and provides the reason
why such use is essential. Agreement on
both the essentiality and the amount of
CFGCs needed for each nominated use is
reached by consensus at the annual
Meeting of the Parties.

3. Benefits of the Montreal Protocol

EPA has generated a series of
estimates of the environmental and
public health benefits of the Montreal
Protocol (Ref. 7). The benefits include
reductions of hundreds of millions of
nonfatal skin cancers, 6 million fewer
fatalities due to skin cancer, and 27.5
million cataracts avoided between 1990
and 2165 if the Montreal Protocol were
fully implemented. EPA estimated the
value of these and related benefits to
equal $4.3 trillion in present value
when discounted at 2 percent over the
period of 175 years. This amount is
equivalent to about $7 trillion in 2008
prices after adjusting for inflation
between 1990 and 2008. This estimate
includes all benefits of total global ODS
emission reductions expected from the
Montreal Protocol and is based on
reductions from a baseline scenario in
which ODS emissions would continue
to grow for decades but for the Montreal
Protocol.

4. Characteristics of COPD

The seven CFC MDI products that are
the subject of this final rule, and
Combivent in particular, may be used to
treat COPD. While there is some overlap
between asthma patients and COPD
patients, COPD encompasses a group of
diseases characterized by relatively
fixed airway obstruction associated with
breathing-related symptoms (for
example, chronic coughing,
expectoration, and wheezing). COPD is
generally associated with cigarette
smoking and is extremely rare in
persons younger than 25.

According to the National Health
Interview Survey (NHIS), an estimated
10 million adults in the United States
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carried the diagnosis of COPD in 2007
(Ref. 8). The proportion of the U.S.
population with mild or moderate
COPD has declined over the last quarter
century, although the rate of COPD in
females increased relative to males
between 1980 and 2000. The most
effective intervention in modifying the
course of COPD is smoking cessation.
Symptoms such as coughing, wheezing,
and sputum production are treated with
medication.

5. Characteristics of Asthma

These seven CFC MDIs, with the
exception of Combivent, may be used to
treat asthma, a chronic respiratory
disease characterized by episodes or
attacks of bronchospasm in addition to
chronic airway inflammation. These
attacks can vary from mild to life-
threatening and involve shortness of
breath, wheezing, coughing, or a
combination of symptoms. Many
factors, including allergens, exercise,
viral infections, and others, may trigger
an asthma attack.

According to the 2007 NHIS,
approximately 23 million adult patients
in the United States reported they had
asthma (Ref. 9). The prevalence of
asthma decreases then increases with
age, with the prevalence being 100 per
1,000 children ages 5-17 (5.3 million
children) compared to 72 per 1,000
among adults ages 18—44 (8.0 million),
72 per 1,000 among adults ages 45—64
(5.5 million), and 75 per 1,000 among
adults age 65 and over (2.7 million) (Ref.
9).

The NHIS reported that during 2007,
about 12 million patients reported
experiencing an asthma attack in the
course of the previous year (Ref. 9, table
10). According to the National
Ambulatory Medical Care Survey, in
2006 there were 1.2 million outpatient
asthma visits to physician offices and
hospital clinics and 1.7 million
emergency room visits (Ref. 9, table 19).
According to the National Center for
Health Statistics, there were 444,000
hospital admissions for asthma in 2006
(Ref. 9, table 16) and 3,563 deaths (Ref.
9, table 1). The estimated direct medical
cost of asthma (hospital services,
physician care, and medications) was
$14.7 billion (Ref. 9, table 20).

While the prevalence of asthma has
been increasing in recent years, the CDC
reports that the incidence of asthma (or
the rate of new diagnoses) has remained
fairly constant since 1997 (Ref. 10).
Non-Hispanic Blacks, children under 17
years old, and females have higher
incidence rates than the general
population and also have higher attack
prevalence. The CDC notes that
although increases have occurred in the
numbers and rates of physician office
visits, hospital outpatient visits, and
emergency room visits, these increases
are accounted for by the increase in
prevalence. This phenomenon might
indicate early successes by asthma
intervention programs that include
access to medications.

6. Current U.S. Market for CFC MDIs

For the 12-month period ending June
2009, we estimate that sales of these

seven CFC MDIs provided roughly 300
million days of therapy, sufficient to
treat roughly 800,000 COPD and asthma
patients for a full year. We use days of
therapy as a common metric because
these MDIs vary in the number of
inhalations provided, and the number of
inhalations that the average user would
use each day. We calculate the number
of days of therapy provided by each
MDI as equal to the number of MDIs
sold, multiplied by the number of
inhalations contained by the MDI,
divided by the recommended, or usual,
daily inhalations described in the MDI’s
physician labeling: [(Days of
Therapy)=(MDIs)x(Inhalations/
MDI)+(Inhalations/day)]. We calculate
MDI sales for each of the seven products
using data from IMS Health’s National
Sales Perspective (Ref. 11).

We calculate the average price per day
of therapy for a CFC MDI as the total
revenue derived from sales of that
product in the 12 months ending June
2009, as reported by IMS Health’s
National Sales Perspective, divided by
the number of days of therapy for that
product: [(Price/Day of Therapy)=(Total
Sales)+(Total Days of Therapy)]. We use
the same method to calculate the
average price per day of therapy for the
nine non-ozone depleting products we
consider the most medically appropriate
alternatives to these seven CFC MDIs.
We then estimate the price premium (or
savings) associated with alternatives as
the difference between price per day of
the CFC product and price per day of its
most appropriate alternatives.

TABLE 3.—SUMMARY OF CFC MDIs, NON-ODS ALTERNATIVES, AND EXPECTED PRICE CHANGES PER DAY OF THERAPY

(REF. 11)

CFC MDI

Non-ODS Alternatives

Price Premium per Day of Therapy

Maximum Minimum

Aerobid
Aerobid-M

QVAR

PULMICORT TURBUHALER
FLOVENT HFA

ASMANEX TWISTHALER

$1.06 $0.34

Azmacort

QVAR

PULMICORT TURBUHALER
FLOVENT HFA

ASMANEX TWISTHALER

-$1.10 -$1.82

Alupent

PROAIR HFA
PROVENTIL HFA
VENTOLIN HFA
XOPENEX HFA

$0.34 -$0.31

Maxair

PROAIR HFA
PROVENTIL HFA
VENTOLIN HFA
XOPENEX HFA

-$0.21 -$0.86
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TABLE 3.—SUMMARY OF CFC MDIS, NON-ODS ALTERNATIVES, AND EXPECTED PRICE CHANGES PER DAY OF THERAPY

(REF. 11)—Continued

CFC MDI

Non-ODS Alternatives

Price Premium per Day of Therapy

Maximum Minimum

Intal

QVAR

PULMICORT TURBUHALER
FLOVENT HFA

ASMANEX TWISTHALER

-$1.34 -$2.06

Tilade

QVAR

PULMICORT TURBUHALER
FLOVENT HFA

ASMANEX TWISTHALER

N/A N/A

Combivent

ATROVENT HFA + one of the following:
PROAIR HFA

PROVENTIL HFA

VENTOLIN HFA

XOPENEX HFA

$1.30 $0.65

Source: IMS Health, IMS National Sales Perspective (TM), 2009, extracted September 2009.

Table 3 of this document shows each
of the CFC MDIs that would no longer
be marketed, the therapeutic
alternatives that users of these CFC
MDIs would be expected to purchase,
and the range of differences in price per
day of therapy. For example, an
Azmacort user would be expected to
switch to QVAR, PULMICORT
TURBUHALER, FLOVENT HFA, or
ASMANEX TWISTHALER. The most
expensive of these alternatives would
cost roughly $1.10 cents less per day of
therapy, and the least expensive would
cost roughly $1.80 less per day of
therapy. Combivent users would be
expected to switch to both ATROVENT
HFA and one of four albuterol HFA
MDIs currently marketed. We make no
attempt to forecast future price changes,
but note that recent changes in prices of
CFC MDIs did not differ systematically
from the changes in prices of the
proposed alternatives. For our Maxair
calculations, we have added the annual
purchase of a $30 spacer to the cost of
switching to an alternative therapy.

If all users switched to the least
expensive alternative therapy, the
average price for users of these seven
CFC MDIs, weighted by the number of
days of therapy sold for each product in
2009, would increase 9 percent; if all
users switched to the most expensive
alternative therapy, the average price
per day of therapy would increase 28
percent. These price differences
represent differences in average ex-
manufacturer prices across all
distribution channels and do not
incorporate differences introduced by
retail markups or off-invoice discounts
(Ref. 11).

It is not possible to attribute these
estimated price increases exclusively to

this final rule. These estimated price
increases are driven almost entirely by
the large population of Combivent users
switching to both Atrovent Inhalation
Aerosol and albuterol HFA MDIs,
which, together, are more expensive.
Through 2003, the price for a day of
therapy with Combivent was roughly
equal to the sum of a day of therapy
with Atrovent (the ipratropium CFC
MDI which has been withdrawn from
the market) and a day of therapy with

a generic albuterol CFC MDI. After 2003,
the price of a day of Combivent therapy
rose to be roughly equal to the sum of

a day of therapy with Atrovent HFA and
a day of therapy with a generic albuterol
CFC MDI, likely in anticipation of the
withdrawal of Atrovent from the market.
The range of spending changes for
Combivent therapy alone is $150
million to $300 million; excluding the
effects of Combivent therapy, the range
of spending changes is -$25 million to
-$65 million.

We estimate that these seven CFC
MDIs are responsible for roughly 310 to
365 tonnes of CFC emissions annually.
The CFC content of the seven CFC MDIs
ranges from about 6 to 20.5 grams per
MDI. Multiplying the total 2005 sales of
each of the CFC MDIs by its CFC
content, and allowing for an additional
10 percent loss in the production
process, yields a total of 310 tonnes of
CFC emissions annually, our low
estimate. Our recent data shows a
decline in the use of the seven moieties
to be phased out, so our low estimate
may overstate the reduction in CFCs
attributable to this final rule. The CFC
MDI manufacturers requested roughly
365 tonnes of CFCs for production of the
seven CFC MDIs for 2007, which we use
for our high estimate.

D. Benefits and Costs of the Final Rule

We estimate the benefits and costs of
a government action relative to a
baseline scenario that in this case is a
description of the production, use, and
access to these seven CFC MDIs in the
absence of this rule. In this section, we
first describe such a baseline and then
present our analysis of the benefits of
the final rule. We also present an
analysis of the most plausible regulatory
alternative, given the Montreal Protocol.
Next we turn to the costs of the rule and
to an analysis of the effects on the
Medicare and Medicaid programs.

1. Baseline Conditions

We developed baseline estimates of
future conditions to assess the economic
effects of prohibiting marketing of these
seven CFC MDIs. MDIs containing
metaproterenol and nedocromil will be
removed from the market June 14, 2010.
MDIs containing triamcinolone and
cromolyn will be removed from the
market December 31, 2010. MDIs
containing flunisolide will be removed
from the market June 30, 2011. Those
containing albuterol and ipratropium in
combination and pirbuterol will be
removed from the market December 31,
2013.

It is standard practice to use, as a
baseline, the state of the world without
the rule in question, or where this
implements a legislative requirement,
the world without the statute. For this
final rule, the Montreal Protocol makes
the baseline assumption of indefinite
availability infeasible, but we can
nevertheless use it as a point of
reference. In addition to the baseline of
indefinite availability, we also assess
alternative phase-out dates for the final
disappearance of CFC products.
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Throughout this baseline analysis, we
assume that sufficient inventories of
CFCGCs are available to meet demand for
these seven CFC MDIs through the date
they lose their essential-use designation
and that there will be sufficient
therapeutic alternatives to meet demand
after they are removed from the market.

However, in the absence of this final
rule, the parties to the Montreal Protocol
would still have the ability to restrict
access to CFCs required for the
manufacture of products using these
seven moieties. This final rule, in
establishing a timetable for phasing out
these seven moieties, demonstrates a
commitment to phasing out CFCs,
which reduces the need for the parties
to act on their own. In a sense, this final
rule does not phase out these moieties,
but attempts to establish a phase-out
timetable preferable to the one that the
parties to the Montreal Protocol might
impose. The existence of a timetable
imposed by the parties to the Montreal
Protocol different from this final rule
implies the costs detailed in the next
section of this analysis will accrue,
although perhaps at a different time,
regardless of whether this final rule is
enacted. The cost-benefit analysis
presented here would then apply to the
withdrawal of the CFC-containing
products from the market rather than to
the specific effects of the final rule.

2. Benefits of the Final Rule

The benefits of the final rule include
environmental and public health
improvements from protecting
stratospheric ozone by reducing CFC
emissions. Benefits also include
expectations of increased returns on
investments in environmentally friendly
technology, and continued international
cooperation to comply with the spirit of
the Montreal Protocol, thereby
potentially reducing future emissions of
ODSs throughout the world.

Failure to enact this final rule would
leave the timetable for phasing out these
seven moieties in the hands of the
parties to the Montreal Protocol. As the
parties to the Montreal Protocol would
see these drugs with therapeutic
alternatives and no regulation in place
to commit to their phase-out, their likely
response would be to deny the
provision of CFCs for their continued
production and to do so in a way that
did not provide for an adequate
transition period.

a. Reduced CFC emissions. Market
withdrawal of these seven CFC MDIs
will reduce emissions by approximately
310 to 365 tonnes of CFCs per year.
Current CFC inventories are substantial.
Nominations for new CFC production
are generally approved by the Parties to

the Montreal Protocol 2 years in
advance. The final rule would ban
marketing of two of the seven CFC MDIs
after June 14, 2010, two more after
December 31, 2010, one after June 30,
2011, and the remaining two after
December 31, 2013.

There is some uncertainty with
respect to the amount of inventory that
will be available in the future, but we
anticipate that existing inventory will
allow EPA, in consultation with FDA, to
avoid nominating additional CFC
production for 2010 through 2013.
Therefore, we estimate the regulation
will reduce CFC use by 310 to 365
tonnes per year after the end of 2013, a
benefit that will continue indefinitely.

In an evaluation of its program to
administer the Clean Air Act, EPA has
estimated that the benefits of controlling
ODSs under the Montreal Protocol are
the equivalent of $7 trillion in 2008
dollars. However, EPA’s report provides
no information on the total quantities of
reduced emissions or the incremental
value per tonne of reduced emissions.
EPA derived its benefits estimates from
a baseline that included continued
increases in emissions in the absence of
the Montreal Protocol. We have
searched for authoritative scientific
research that quantifies the marginal
economic benefit of incremental
emission reductions under the Montreal
Protocol, but have found none
conducted during the last 10 years. As
a result, we are unable to quantify the
environmental and human health
benefits of reduced emissions from this
regulation. Such benefits, in any event,
were apparently included in EPA’s
earlier estimate of benefits of the Clean
Air Act.

As a share of total global emissions,
the reduction associated with the
elimination of the seven CFC MDIs
represents only a fraction of 1 percent.
Current allocations of CFCs for the
seven MDIs account for less than 0.1
percent of the total 1986 global
production of CFCs (Ref. 6).
Furthermore, current U.S. CFC
emissions from MDIs represent a much
smaller, but unknown share of the total
emissions reduction associated with
EPA’s estimate of $7 trillion in benefits
because that estimate reflects future
emissions growth that has not occurred.

Although the direct benefits of this
regulation are small relative to the
overall benefits of the Montreal
Protocol, the reduced exposure to UV-B
radiation that will result from these
reduced emissions will help protect
public health. The final rule will
account for some small part of the
benefits estimated by EPA. However, we
are unable to assess or quantify specific

reductions in future skin cancers and
cataracts associated with these reduced
emissions.

b. Returns on investment in
environmentally-friendly technology.
Establishing a phase-out date prior to
the expiration of patents on HFA MDI
technology not only rewards the
developers of the HFA technology, but
also encourages other potential
developers of ozone-safe technologies.
Furthermore, a phase-out date would
preserve expectations that the
government protects incentives to
research and develop ozone-safe and
other new technologies.

Newly developed technologies to
avoid ODS emissions have resulted in
more environmentally “friendly” air
conditioners, refrigerants, solvents, and
propellants, but only after significant
investments. Several manufacturers
have claimed development costs that
total between $250 million and $400
million to develop HFA MDIs and new
propellant-free devices for the global
market (Ref. 12).

These investments have resulted in
several innovative products in addition
to HFA MDIs. For example, breath-
activated delivery systems, dose
counters, dry-powder inhalers, and
mini-nebulizers have also been
successfully marketed.

c. International cooperation. The
advantages of selecting a date that
maintains international cooperation are
substantial because the Montreal
Protocol, like most international
environmental treaties, relies primarily
on a system of national self-
enforcement, although it also includes a
mechanism to address noncompliance.
In addition, compliance with its
directives is subject to differences in
national implementation procedures.
Economically less-developed nations,
which have slower phase-out schedules
than developed nations, have
emphasized that progress in eliminating
ODSs in developing nations is affected
by observed progress by developed
nations, such as the United States. If we
had adopted a later phase-out date,
other Parties could attempt to delay
their own control measures.

3. Costs of the Final Rule

The final rule would increase
spending for needed medicines used to
treat asthma and COPD. The social costs
of the final rule include the health
benefits lost through decreased use of
medicines that may result from
increased prices. We discuss the
increased spending and then the social
costs in turn. We are unable to quantify
the economic costs of reducing the
variety of marketed products from
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which consumers, and their doctors, can
choose. Because we lack data that
would enable us to measure the effects
of a decreased number of products from
which to choose, in this analysis we
only quantify the effects on spending.

In the absence of this regulation, we
would expect 300 million days of
therapy with these seven CFC MDIs to
be sold annually. With this regulation,
patients who would have used any of
these seven CFC MDIs are expected to
switch to one of several other products
as described in table 3 of this document.
Depending on whether asthma and
COPD patients use the most or least
expensive of alternatives, private, third-
party, and public expenditures on
inhaled medicines would increase by
roughly $90 million to $280 million per
year. These expenditure increases will
be driven almost exclusively by
Combivent users changing to both
Atrovent and one of four available
albuterol HFA products. With most,
perhaps all, of this increase coming
from estimated increased spending on
albuterol HFA products, what happens
to the prices of albuterol products will
largely determine the change in overall
spending. To the extent that
expenditures rise, these higher costs
would continue until lower-priced non-
ODS substitutes appear on the market.
For many of these products it is difficult
to predict when this might occur. With
the exception of albuterol CFC MDIs,
generic versions of prescription MDIs
and DPIs for treatment of asthma and
COPD have not been introduced, despite
the expiration of the patents on many of
the innovator products. However, the
market for albuterol MDIs has a clear
history of generic competition. A
previous rulemaking (70 FR 17168,
April 4, 2005) removed albuterol CFC
MDIs, including generic albuterol CFC
MDIs, from the market on December 31,
2008. If these cheaper generic albuterol
MDIs had been able to remain on the
market, the expected cost of switching
from Combivent to both Atrovent and an
albuterol HFA MDI would be essentially
eliminated. Because expenditure
increases resulting from this final rule
stem almost exclusively from the
transition away from Combivent, such
increases would most likely be
eliminated with the introduction of
generic albuterol HFA MDIs to the
market. There are multiple patents
listed in “Approved Drug Products with
Therapeutic Equivalence Evaluations”
(Orange Book) for albuterol HFA MDIs,
expiring from late 2009 to beyond 2020,
creating a wide range of possible dates
for generic entry. In the proposed rule,
we assumed potential entry in 2010 and

2017. As moieties will not start to be
removed from the market until June 14,
2010, generic entry in 2010 would
eliminate almost all of the estimated
costs of the transition. For this final
rule, we use 2012 and 2017 for assumed
entry of generic substitutes for current
branded albuterol MDI products. One
recent study predicted the introduction
of a generic albuterol HFA MDI in 2012
(Ref. 13). For the year 2010, we include
only the impact of Alupent and Tilade
and for the years 2011 through 2013, we
include in the analysis the impact of all
moieties except Combivent and Maxair.
Removing those five moieties from the
market results in a change in annual
private, third-party, and public
expenditures of roughly -$20 million to
-$50 million. Of course, unforeseen
introduction of alternative therapies
could reduce any expected increases in
expenditures.

These increased expenditures
represent, to some extent, transfers from
consumers and third-party payers,
including State and Federal
Governments, to pharmaceutical
manufacturers, patent holders, and
other residual claimants. However, to
some extent, increased expenditures
represent purchases of products that are
more costly to manufacture and bring to
market. We are unable to estimate the
fraction of the increased expenditures
that constitute societal costs.

We estimate that the average price
increases resulting from market
withdrawal of less expensive CFC MDIs
could reduce use of inhaled therapy by
a range of 0.20 to 4.2 million days
annually, equivalent to roughly 0.5 to 12
thousand patient years of therapy. The
impact of this reduction on health
outcomes is too uncertain to quantify
given available data. Some patients,
however, respond to price increases for
medications for chronic conditions in
ways that may adversely affect their
health.

A recent article found that,
“copayment increases led to increased
use of emergency department visits and
hospital days for the sentinel conditions
of diabetes, asthma, and gastric acid
disorder: predicted annual emergency
department visits increased by 17
percent and hospital days by 10 percent
when copayments doubled” (Ref. 14).
However, the article proceeds to
characterize these results as “not
definitive.” This finding suggests that
increased prices for medicines may lead
to some adverse public health effects
among the users of these seven CFC
MDIs.

Another article found that, “a single
inhaler containing both ipratropium and
albuterol can increase compliance and

decrease respiratory morbidity and
charges over and above the effects
achieved with separate inhalers for
these 2 agents” (Ref. 5). The article
found that access to single inhaler
therapy was associated with a 17
percent reduction in monthly costs.
This finding suggests that some current
users of Combivent may suffer adverse
health consequences because of
compliance issues associated with using
multiple inhalers. This preliminary
evidence is insufficient to permit us to
quantify adverse public health effects.
We use expected reductions in days of
therapy purchased as a surrogate
measure of the impact.

Our approach to estimating the effects
of this final rule assumes that the
primary effect of an elimination of these
seven CFC MDIs from the market would
be an increase in the average price of
MDI and DPI therapy. Given the price
increase expected, we have projected
how the overall quantity of MDI and DPI
therapy consumed may decline as a
result of the increase in price. We
assume that the reduction in the use of
MDI and DPI therapy attributable to this
rule can be calculated as the product of
the sensitivity of use with respect to the
price increase, the baseline use of these
seven CFC MDIs among price-sensitive
patients, and the price increase in
percentage terms. We discuss these in
turn.

We have no information about how
consumers react to increases in the price
of these seven forms of CFC MDIs in
particular, much less to what amounts
to a compulsory switch to different,
more expensive drugs. Economists have,
however, estimated the response of
consumers to higher insurance
copayments for drugs in general.
Goldman et al. estimate price elasticities
in the range of -0.33 (for all anti-
asthmatic drugs) to -0.22 (for anti-
asthmatic drugs among patients with
chronic asthma), implying that a 10
percent increase in insurance
copayments apparently leads to a
reduction in use of between 2.2 and 3.3
percent (Ref. 14), but the authors report
that there is wide variance based on the
availability of over-the-counter
substitutes. For example, for drugs with
no over-the-counter substitutes—a set
that includes all seven of these CFC
MDIs—the reported price elasticity was
-0.15 (Ref. 14, p. 2348). Drugs included
as anti-asthmatics in this study include
anti-cholinergics, anti-inflammatory
asthma agents, leukotriene modulators,
oral steroids, steroid inhalers,
sympathomimetics, and xanthines. We
have used price elasticities of between
-0.15 and -0.33 to estimate the potential
effect of price increases on demand.
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To derive an estimate of the quantity
of medicines not sold as a result of this
rule, we need an estimate of the baseline
use of these seven CFC MDIs by price-
sensitive consumers. To do so, we
distinguish between the insured and the
insured the uninsured. Based on IMS
data, we estimate that asthma and COPD
patients receive roughly 300 million
days of therapy each year in the form of
these seven CFC MDIs (Ref. 11). If users
of these products are uninsured in
proportion to the share of uninsured in
the overall U.S. population (15.4
percent) (Ref. 15), then uninsured
asthma and COPD patients receive
roughly 46 million days of therapy [(300
million)x(15.4 percent)] in the form of
these seven CFC MDIs, equivalent to
roughly 126 thousand patient years.

Increases in the price of therapy,
however, will mostly affect Combivent
users with COPD. For Combivent users,
we use the two major sources of
decreased use, price increases for the
uninsured and increased copayments
for the insured, to calculate a very rough
estimate of reduced patient days.
According to the 2007 NHIS, 1.8 million
individuals over the age of 65 have
bronchitis and 1.7 million have
emphysema. Data from the 2007 NHIS
also suggest that approximately 31
percent of adults with emphysema also
have chronic bronchitis (Ref. 8, Figure
2). Assuming this ratio holds for those
over 65, there are about 3.1 million
individuals over the age of 65 with
COPD (3.6 million with either
diagnosis—500,000 with both). This
number of patients represents
approximately 30 percent of the 10
million adults with COPD. Assuming all
of those over 65 with COPD and about
85 percent of those under 65 have some
form of drug insurance means that about
9.1 million of those with COPD are
covered by drug insurance and 1.1
million are not. The uninsured estimate
represents 10 percent of the population
with COPD, so there would be
approximately 23.7 million days of
uninsured therapy for Combivent
annually.

The midpoint of the high and low
price increase estimates for Combivent
is 27 percent. Assuming uninsured
consumers face a 27 percent price
increase and have an elasticity of 0.15,
there would be among the uninsured an
annual reduction in therapy of
approximately 960,000 days after
Combivent is removed from the market.

We do not know the characteristics of
the prescription drug insurance held by
those with COPD, but recognize that
many of the 9.1 million insured face
per-product copayments. These
copayments will likely be a smaller

fraction of income for the insured than
are the price increases for the
uninsured, so we assume the demand to
be less elastic. Assuming 214 million
annual days of insured therapy and an
elasticity of 0.075, a 100 percent
increase in the size of copayments
would imply a 7.5 percent reduction in
quantity demanded, or 16.0 million
annual days of therapy foregone. Thus,
a very rough estimate of a change in
quantity of Combivent demanded in
response to a price increase would be 17
million days of therapy (960,000 + 16.0
million). The appearance of a
reformulated non CFC product
combining albuterol and ipratroprium
would avert the 16 million lost days of
therapy potentially associated with the
co-payment effect.

Finally, for an overall average
estimate of the effects of the average
price increases, we estimate that users
of these seven CFC MDIs face an average
price increase of between 9 and 28
percent per day of therapy after all
seven moieties have been removed from
the market, depending on whether
asthma and COPD patients switch to the
most or least expensive of the proposed
alternatives detailed in table 3 of this
document. We calculate the low and
high estimates as the average percentage
price change of the least and most
expensive alternatives to each of the
seven CFC MDIs, weighted by the
number of days of therapy of CFC MDIs
sold for the twelve months ending June
2009. Excluding Combivent, users of the
other six CFC MDIs would face prices
somewhere between 15 and 41 percent
lower. Excluding Combivent and
Maxair, the users of the other five CFC
MDIs would face prices between 17 and
39 percent lower.

We combine different measures of
price elasticities (-0.15 to -0.33), the size
of the uninsured CFC MDI market (15 to
46 million days of therapy), and
estimated price increases (9 percent to
28 percent) to estimate the impact of
average price increases on use. For
example, assuming a price elasticity of
-0.15 and 15 million days of therapy
sold to the uninsured annually, a 9
percent price increase would reduce
demand for inhaled therapy by the
uninsured by roughly 200,000 days of
therapy annually. By contrast, assuming
a price elasticity of -0.33 and 46 million
days of therapy sold to the uninsured
annually, a 28 percent price increase
would reduce uninsured demand by
roughly 4 million days of therapy [(46
million days) x (-0.33 elasticity) x (28
percent price increase) = 4 million days
of therapy]. We recognize that because
of varying measures of the size of the
CFC MDI market for the uninsured,

uncertainty about the magnitude of
price increases, and consumer response,
the true impact of the rule could fall
outside this range.

We recognize that as a result of this
rulemaking, patients will lose access to
products they prefer to use. This
regulatory action will constrain
consumption decisions, forcing patients
to switch to substitute products they
would not otherwise choose to
consume, resulting in consumer welfare
loss. We lack information to reliably
estimate the social cost associated with
the loss of preferred products, but we
recognize such a cost exists.

4, Effects on Medicare and Medicaid

According to the 2006 Medical
Expenditure Panel Survey (MEPS),
Medicaid pays for 13.8 of the expenses
attributable to COPD and asthma.
Medicare pays for 30.6 percent of these
expenses. Assuming these MEPS
payment estimates for Medicaid and
Medicare apply to the incremental
expenses from switching to HFA MDIs,
this final rule will increase annual
Federal Medicaid spending between $12
and $39 million. We estimate that total
spending by Medicare and Medicare
beneficiaries will increase between $27
million to $87 million annually. The
estimated annual impacts would apply
after 2013, after all seven moieties have
been phased out, and continue until the
HFA technology loses patent protection.
Where the impact would occur within
these broad ranges would depend on the
alternative therapies chosen.

For the year 2010, the change in
Medicaid and Medicare spending would
be associated with the costs of switching
from Tilade and Alpuent. Medicaid
spending would change somewhere
between a decline of $50,000 and an
increase of $60,000. The change in
Medicare spending would be between a
decline of $110,000 and an increase of
$130,000. For the years 2011 through
2013, we include the impacts associated
with all seven moieties except Maxair
and Combivent. In those years, annual
Medicaid spending would fall by an
estimated $2.9 to $6.7 million. Medicare
spending would decline between $6.3
and $15 million annually.

The present discounted value of the
impact of the regulation on Medicaid
expenses, assuming HFA patent
expiration at the end of 2017 is from $20
million to $100 million at a 7 percent
discount rate and from $20 million to
$130 million at 3 percent. For Medicare,
the present disounted value is from $40
million to $220 million at a 7 percent
discount rate and from $50 million to
$280 million at 3 percent. Assuming the
HFA technology loses patent protection
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at the end of 2012, the change in
Medicaid expenditures is a present
discounted -$12 million to -$5 million
at 7 percent and -$13 million to -$5
million at 3 percent. For Medicare, the
change in expenditures is -$30 million
to -$10 million at a 7 percent discount
rate and -$30 million to -$10 million at
a 3 percent rate.

We are unable to estimate the extent
to which Medicare cost increases will be
paid by Medicare beneficiaries
themselves or by the Federal
Government. Whether individuals or the
Federal Government will pay depends

on beneficiaries’ aggregate drug
spending in a given year and the
Medicare Part D plan they choose.
Moreover, as we expect the
characteristics of Medicare Part D and
the types of plans chosen by
beneficiaries to continue to evolve in
coming years, past payment statistics
may not reflect future conditions. These
are rough estimates.

E. Alternative Phase-Out Dates

We consider the impacts of the
alternative phase-out date of December
31, 2010, for the five moieties not
already phased out at the end of 2010.

The expense information in table 4
shows such an earlier phase-out would
increase expenditures and further
decrease the use of asthma and COPD
therapy. Moreover, an earlier phase-out
data would be impractical due to the
time necessary to complete the
regulatory process and to the risk of
MDI shortages if the market has
insufficient time to switch from CFC to
HFA MDIs. A phase-out date set too far
in the future, however, would be
incompatible with the timetable set by
the Montreal Protocol. This leaves a
narrow window for consideration.

TABLE 4.—SUMMARY OF IMPACTS OF A DECEMBER 31, 2010 PHASE-OUT RELATIVE TO HFA PATENT EXPIRATION

Date of HFA Patent Expiration

Possible Decreases in
Use of Asthma and
COPD Therapy (mil-
lion days of therapy)

Increases in Expendi-

tures on CFC-based

MDIS, Present Value
in 2009 (billions)

Discount Rate

2012 0.40-8.5 3% $0.17-$0.54
7% $0.16-$0.51
2017 1.4-30 3% $0.55-$1.77
7% $0.48-$1.53

F. Sensitivity Analyses

The estimated impacts of this final
rule summarized in table 5 of this
document incorporate a range of
estimates about the price increases
consumers and other payers will face,
the size of the affected market and how
consumers will respond to price
increases. This range represents the full
uncertainty range for the estimated
effects of this final rule. The full range
incorporates the ranges of estimates for
the individual uncertain variables in the
analysis.

In each section of the document, we
show the ranges associated with each
major uncertain variable. To estimate
reduced use of inhaled medications, we
estimate 15 million to 46 million days
of therapy are used by uninsured
individuals annually. We estimate that
these consumers will face price
increases in switching from CFC to HFA
MDIs from 9 to 28 percent per day of
therapy, depending on whether they
switch to the most expensive or least
expensive of available alternatives. We

use price elasticities ranging from -0.15
to -0.33 to estimate how consumers will
reduce their MDI use in response to
price increases.

Similarly, estimates of the impact of
the final rule on public and private
spending depend on the overall size of
the CFC MDI market and how much
prices increase. We estimate the
consumers purchase roughly 300
million days of therapy in the form of
CFC MDIs annually, and that prices will
increase 9 to 28 percent depending on
whether they switch to the most
expensive or least expensive of available
alternatives. If we exclude Combivent
from the calculation, the expected price
effects range from a 15 to 41 percent
decrease, depending on whether they
switch to the most expensive or least
expensive of available alternatives. If we
also exclude Maxair, expected price
effects range from a 17 to 39 percent
decrease.

G. Conclusion

Limits in available data prevent us
from quantifying the costs and benefits

TABLE 5.—SUMMARY ACCOUNTING TABLE

of the final rule and weighing them in
comparable terms. The benefits of
international cooperation to reduce
ozone emissions are potentially
enormous but difficult to attribute to
any of the small steps, such as this final
rule, that make such cooperation
effective. As discussed above in detail,
the benefits of the final rule include
environmental and public health
improvements from protecting
stratospheric ozone by reducing CFC
emissions. Benefits also include
expectations of increased returns on
investments in environmentally friendly
technology, reduced risk of unexpected
disruption of supply of CFC MDIs, and
continued international cooperation to
comply with the spirit of the Montreal
Protocol, thereby potentially reducing
future emissions of ODSs throughout
the world. This final rule could
potentially cost public and private
consumers of CFC MDIs hundreds of
millions of dollars annually, but it is
difficult to link these costs to adverse
public health outcomes.

Primary

Category Estimate

Low Estimate

Units

High Estimate
Year Dollars

Discount Rate

Period Notes

Covered

Benefits
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TABLE 5.—SUMMARY ACCOUNTING TABLE—Continued

Category

Primary
Estimate

Low Estimate

High Estimate

Units

Year Dollars

Discount Rate

Period
Covered

Notes

Annualized
Quantified

7%

Annual

3%

Annual

Reduction of CFC
emissions by 310—
365 tonnes.

Qualitative

Compliance with
Montreal Protocol.
Increased invest-
ment in environ-
mentally friendly
technologies. Inter-
national coopera-
tion.

Costs

Annualized Mon-
etized
$millions/year

-$12 million—
-$4.9 million

$16 million—
$98 million

2010

7%

Annual

-$11 million—
-$4.5 million

$19 million—
$100 million

2010

3%

Annual

Consumers lose ac-
cess to therapies
that, but for this
action, would have
been their pre-
ferred products.
Uses 10-year
annualization.
Range of esti-
mates captures un-
derlying uncer-
tainty. Low esti-
mate assumes
2012 HFA patent
expiration. High
estimate assumes
2017 HFA patent
expiration. No cen-
tral tendency.
These costs are
transfers from pay-
ers to drug compa-
nies and are large-
ly attributable to
the withdrawal of
generic albuterol
which occurred
under another rule-
making.

Qualitative

Consumers may re-
spond to higher
prices by forgoing
medication, which
could result in ad-
verse health out-
comes.

Transfers
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TABLE 5.—SUMMARY ACCOUNTING TABLE—Continued
Units
Primary . . .
Category Esti Low Estimate | High Estimate . Notes
stimate : Period
Year Dollars Discount Rate Covered
Federal -$5.2 million— $6.9 million— 2010 7% Annual | Medicare plus Med-
Annualized -$2.2 million $43 million icaid, 10-year
Monetized annualization. Low
$millions/year estimate assumes
2012 HFA patent
expiration. High
estimate assumes
HFA patent expires
end of 2017.
Rough approxima-
tion.
-$4.7 million— $8.3 million— 2010 3% Annual
-$2.0 million $46 million
From/To From: U.S. Government To: Drug manufacturers
Effects

Small Business

A single drug manu-
facturer may meet
threshold for small
business. Affected
entities are other-
wise not small.

VII. Regulatory Flexibility Analysis

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. For purposes of determining
whether a substantial number of small
entities are affected by this rule, the
industry includes all manufacturers of
pharmaceutical products in the United
States. According to the U.S.
Department of Commerce, the industry
of “pharmaceutical preparation
manufacturers” includes 901
establishments controlled by 723
companies (Ref. 3). Of these
establishments, 822 have fewer than 500
employees.

This rule significantly affects firms
that manufacture the seven CFC MDIs.
Because there is, at most, a single small
CFC MDI manufacturer that would be
significantly affected by the rule, in an
industry with hundreds of small
entities, the agency certifies that the
final rule will not have a significant
economic impact on a substantial
number of small entities. Additional
discussion of our analysis can be found
in section IV, Comments on the 2007
Proposed Rule, which responds to
Comment 16 submitted by Graceway.

VIIL The Paperwork Reduction Act of
1995

This final rule contains no collections
of information. Therefore, clearance by

the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

IX. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. FDA has
determined that the rule does not
contain policies that have substantial
direct effects on the States, on the
relationship between the National
Government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.
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List of Subjects in 21 CFR Part 2

Administrative practice and
procedure, Cosmetics, Drugs, Foods.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Clean
Air Act and under authority delegated
to the Commissioner of Food and Drugs,
after consultation with the
Administrator of the Environmental
Protection Agency, 21 CFR part 2 is
amended as follows:

PART 2—GENERAL ADMINISTRATIVE
RULINGS AND DECISIONS

m 1. The authority citation for 21 CFR
part 2 continues to read as follows:

Authority: 15 U.S.C. 402, 409; 21 U.S.C.
321, 331, 335, 342, 343, 346a, 348, 351, 352,
355, 360b, 361, 362, 371, 372, 374; 42 U.S.C.
7671 et seq.

§2.125 [Amended]

m 2. Effective June 14, 2010, in § 2.125,
remove and reserve paragraphs (e)(2)(iii)
and (e)(4)(vii).

§2.125 [Amended]

m 3. Effective December 31, 2010, in

§ 2.125, remove and reserve paragraphs
(e)(1)(v) and (e)(4)(iv).

§2.125 [Amended]

m 4. Effective June 30, 2011, in § 2.125,
remove and reserve paragraph (e)(1)(iii).

§2.125 [Amended]

m 5. Effective December 31, 2013, in
§2.125, remove and reserve paragraphs
(e)(2)(iv) and (e)(4)(viii).

Dated: April 8, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-8467 Filed 4—13-10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY
31 CFR Part 103
RIN 1506—-AA93

Financial Crimes Enforcement
Network; Amendment to the Bank
Secrecy Act Regulations; Defining
Mutual Funds as Financial Institutions.

AGENCY: Financial Crimes Enforcement
Network (“FinCEN”), Treasury.

ACTION: Final rule.

SUMMARY: FinCEN is issuing this final
rule to include mutual funds within the
general definition of “financial
institution” in regulations implementing
the Bank Secrecy Act (“BSA”). The final
rule subjects mutual funds to rules
under the BSA on the filing of Currency
Transaction Reports (“CTRs”) and on the
creation, retention, and transmittal of
records or information for transmittals
of funds. Additionally, the final rule
amends the definition of mutual fund in
the rule requiring mutual funds to
establish anti-money laundering
(“AML”) programs. The amendment
harmonizes the definition of mutual
fund in the AML program rule with the
definitions found in the other BSA rules
to which mutual funds are subject.
Finally, the final rule amends the rule
that delegates authority to examine
institutions for compliance with the
BSA. The amendment makes it clear
that FinCEN has not delegated to the
Internal Revenue Service the authority
to examine mutual funds for compliance
with the BSA, but rather to the U.S.
Securities and Exchange Commission
(“SEC”) as the federal functional
regulator of mutual funds.

DATES: Effective Date: This rule is
effective May 14, 2010.

Compliance Date: Mutual funds must
comply with 31 CFR 103.33 by January
10, 2011. The compliance date for all
other aspects of this rulemaking is the
same as the effective date.

FOR FURTHER INFORMATION CONTACT: The
FinCEN regulatory helpline at (800)
949-2732 and select Option 6.

SUPPLEMENTARY INFORMATION:

I. Background

A. Statutory Provisions.

The Bank Secrecy Act, Public Law
91-508, codified as amended at 12
U.S.C. 1829b, 12 U.S.C. 1951-1959, and
31 U.S.C. 5311-5314; 53165332,
authorizes the Secretary of the Treasury
(“Secretary”) to issue regulations
requiring financial institutions to keep
records and file reports that are
determined to have a high degree of
usefulness in criminal, tax, and
regulatory investigations or proceedings,
or in the conduct of intelligence or
counter-intelligence activities, including
analysis, to protect against international
terrorism, and to implement anti-money
laundering programs and compliance
procedures.® Regulations implementing
the BSA appear at 31 CFR part 103. The
authority of the Secretary to administer
the BSA has been delegated to the
Director of FinCEN.

The definition of “financial
institution” in the BSA includes
investment companies.2 The Investment
Company Act of 1940, codified at 15
U.S.C. 80a—1 et seq. (the “Investment
Company Act”), defines “investment
company” 3 and subjects investment
companies to regulation by the SEC.

B. Overview of Current Regulatory
Provisions.

Regulations implementing the BSA
currently apply only to investment
companies that are “open-end
companies,” as the term is defined in
the Investment Company Act. More
commonly known as mutual funds,
open-end companies are the
predominant type of investment
company. Open-end companies are
management companies that offer or
have outstanding securities that are
redeemable at net asset value.*

Although FinCEN has issued
individual rules that apply to mutual
funds,® FinCEN has not included

1Language expanding the scope of the BSA was
added by the Uniting and Strengthening America by
Providing Appropriate Tools Required to Intercept
and Obstruct Terrorism Act of 2001 (“USA
PATRIOT Act”), Public Law 107-56.

231 U.S.C. 5312(a)(2)(D).

3 See 15 U.S.C. 80a-3.

415 U.S.C. 80a—4; 15 U.S.C. 80a—5(a)(1); 15 U.S.C.
80a—2(a)(32). Face-amount certificate companies
and unit investment trusts are excluded from the
definition of “management company.” 15 U.S.C.
80a—4(3).

5 Anti-Money Laundering Programs for Mutual
Funds, 67 FR 21117 (April 29, 2002); Customer
Identification Programs for Mutual Funds, 68 FR
25131 (May 9, 2003); Amendment to the Bank
Secrecy Act Regulations—Requirement That Mutual
Funds Report Suspicious Activity, 71 FR 26213
(May 4, 2006); Anti-Money Laundering Programs;
Special Due Diligence Programs for Certain Foreign
Accounts, 71 FR 496 (Jan. 4, 2006); Anti-Money

Continued
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mutual funds within the definition of
“financial institution” at 31 CFR
103.11(n), which is less inclusive than
the definition in the BSA itself.¢ The
definition of “financial institution” at 31
CFR 103.11(n) determines, among other
things, the scope of rules that require
the filing of CTRs and the creation,
retention, and transmittal of records or
information on transmittals of funds and
other specified transactions.”

II. Notice of Proposed Rulemaking and
Comments

On June 5, 2009, FinCEN published a
notice of proposed rulemaking (the
“Notice”) that proposed including
mutual funds within the general
definition of financial institution at 31
CFR 103.11(n).8 The proposed rule
would subject mutual funds to rules on
the filing of CTRs and on the creation,
retention, and transmittal of records or
information for transmittals of funds.®
The comment period for the Notice
ended on September 3, 2009. FinCEN
received three comment letters from
various industry associations.1? All of
the commenters supported the proposed
rule and offered many reasons why
including mutual funds within the
definition of “financial institution” at 31
CFR 103.11(n) is appropriate. These
reasons are discussed below in greater
detail in the section-by-section analysis.
All of the commenters requested
additional time to comply with the
Recordkeeping and Travel Rule
requirements that would be imposed
under 31 CFR 103.33.

III. Section-by-Section Analysis

A. Sections 103.11(n)(10) and
103.11(ccc)—Mutual Funds Move From
Filing Reports on Form 8300 to the
Currency Transaction Report

The final rule adds mutual funds to
the definition of “financial institution”
at 31 CFR 103.11(n)(10). The final rule
defines a “mutual fund” for this purpose
at 31 CFR 103.11(ccc). The definition of

Laundering Programs; Special Due Diligence
Programs for Certain Foreign Accounts, 72 FR
44768 (Aug. 9, 2007).

6 See 31 U.S.C. 5312(a)(2).

7 See 31 CFR 103.22; 31 CFR 103.28; 31 CFR
103.29; 31 CFR 103.33; and 31 CFR 103.38. Defining
a business as a financial institution would make the
business ineligible for exemption from a bank’s
requirement to file CTRs with respect to the
business’ large cash transactions. See 31 CFR
103.22(d)(5)(viii).

8 Amendment to the Bank Secrecy Regulations;
Defining Mutual Funds as Financial Institutions, 74
FR 26996 (June 5, 2009).

9 See 31 CFR 103.22; 31 CFR 103.28; 31 CFR
103.29; 31 CFR 103.33; and 31 CFR 103.38.

10 All comments to the Notice are available for
public viewing at http://www.regulations.gov or
http://www.fincen.gov/statutes_regs/bsa/
regs proposal_comment.html.

“mutual fund” covers only those entities
registered or required to register with
the SEC. Specifically, “mutual fund” is
defined as:

an “investment company” (as the term is
defined in section 3 of the Investment
Company Act (15 U.S.C. 80a-3)) that is an
“open-end company” (as that term is defined
in section 5 of the Investment Company Act
(15 U.S.C. 80a—5)) registered or required to
register with the Securities and Exchange
Commission under section 8 of the
Investment Company Act (15 U.S.C. 80a—8).

There were no comments concerning
the definition of mutual fund. FinCEN
is adopting the definition as proposed.

The final rule has the effect of
replacing a mutual fund’s requirement
to file a Form 8300 with a requirement
to file a CTR under 31 CFR 103.22.11 A
mutual fund will now be required to file
a CTR for a transaction involving a
transfer of more than $10,000 in
currency by, through, or to the mutual
fund.?2 The CTR filing obligation covers
incoming, outgoing, and exchange
transactions in currency. The definition
of “currency” for purposes of the CTR
rule is different from and less inclusive
than the definition of “currency” in the
Form 8300 rule.?® Under the CTR rule,
a financial institution must treat
multiple transactions as a single
transaction if the financial institution
has knowledge that the transactions are
conducted by or on behalf of the same
person.14

In the Notice, FinCEN asserted that
the volume of Form 8300s filed is
relatively low when compared to the
overall volume of mutual fund
transactions.15 Commenters also
concurred with FinCEN that since
mutual funds are subject to SAR
reporting requirements, the ability to

1131 CFR 103.30(a)(1)(ii) (the requirement to file
a Form 8300 does not apply to transactions reported
under 31 CFR 103.22).

1231 CFR 103.22(b)(1).

13 See 31 CFR 103.11(h) (currency is defined as
the coin and paper of the United States or of any
other country that is designated as legal tender and
that circulates and is customarily used as a medium
of exchange in a foreign country).

1231 CFR 103.22(c)(2). The obligation to file a
CTR is conditioned on knowledge that the
transactions are conducted by or on behalf of the
same person and result in either cash in or cash out
totaling more than $10,000 during any one business
day. The threshold in 31 CFR 103.22 applies to
transactions conducted during a single business
day, whereas the requirement to file a Form 8300
can cover transactions that occur over a longer
period of time. See 31 CFR 103.22(c)(2) and 31 CFR
103.30(c)(12)(ii).

15 A review of BSA data revealed that while
hundreds of millions of transactions involving
mutual funds were conducted in calendar years
2004, 2005, 2006, and 2007, fewer than 19,500
Form 8300s were filed by mutual funds over the
same period.

report suspicious transactions on a
Form 8300 is redundant.1®

In the Notice, FinCEN requested
comment on the anticipated time and
monetary savings that could result from
replacing the requirement to file reports
on Form 8300 with a requirement to file
CTRs. One commenter stated that
requiring mutual funds to file CTRs
instead of Form 8300s would streamline
and reduce overall compliance burdens
for mutual funds and could aid in
facilitating enterprise-wide risk
management programs. Commenters
were in agreement that requiring mutual
funds to file CTRs instead of Form
8300s should reduce the expense and
burden of reporting for mutual funds
and their transfer agents,” and one
commenter stated that there likely will
be greater efficiency in larger entities
that have staff and systems in place to
produce CTR filings.

FinCEN also requested comment on
the nature, volume, content, and value
of any potentially lost information to
law enforcement, tax, regulatory, and
counter-terrorism investigations or
activities that could result from this
rulemaking. FinCEN did not receive any
comments specific to this request. One
commenter, however, stated generally
that requiring mutual funds to file CTRs,
rather than Form 8300s, would not
diminish the quality or quantity of
useful BSA data reported by mutual
funds.

B. Section 103.33—The Recordkeeping
and Travel Rule and Related
Recordkeeping Requirements

The final rule subjects mutual funds
to requirements on the creation and
retention of records for transmittals of
funds, and the requirement to transmit

16 FinCEN also offered that because mutual funds
rarely receive from or disburse to shareholders
significant amounts of currency, mutual funds are
not as likely as depository institutions to be used
during the initial “placement” stage of the money
laundering process. Amendment to the Bank
Secrecy Act Regulations; Defining Mutual Funds as
Financial Institutions, 74 FR 26,996, 26998 (June 5,
2009). Two commenters agreed with FinCEN. A
third commenter stated that the terms and
conditions of the mutual fund account, rather than
the type of financial institution offering such
product, is more likely to determine whether a
mutual fund can be used to place illicit funds in
the financial system.

17 FinCEN has recognized the role of transfer
agents in performing BSA compliance functions.
See e.g., 67 FR 2117, (April 29, 2002) (adopting
release for mutual fund Anti-Money Laundering
Program rule), 68 FR 25131, (May 9, 2003)
(adopting release for mutual fund Customer
Identification Program rule), 71 FR 26213, (May 4,
2006) (adopting release for mutual fund SAR rule).
Many mutual funds contractually delegate their
BSA compliance functions, including
recordkeeping, to transfer agents, although the
mutual fund remains responsible under the BSA for
ensuring compliance.
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information on these transactions to
other financial institutions in the
payment chain (“Recordkeeping and
Travel Rule”).18 The Recordkeeping and
Travel Rule applies to transmittals of
funds in amounts that equal or exceed
$3,000,19 and requires the transmittor’s
financial institution to obtain and retain
name, address, and other information on
the transmittor and the transaction.2°
Furthermore, the Recordkeeping and
Travel Rule requires the recipient’s
financial institution—and in certain
instances, the transmittor’s financial
institution—to obtain or retain
identifying information on the
recipient.2! The Recordkeeping and
Travel Rule requires that certain
information obtained or retained by the
transmittor’s financial institution
“travel” with the transmittal order
through the payment chain.22

FinCEN will adopt as proposed the
inclusion of mutual funds within an
existing exception designed to exclude
from the Recordkeeping and Travel
Rule’s coverage funds transfers or
transmittal of funds in which certain
categories of financial institution are the
transmittor, originator, recipient, or
beneficiary.23 Additionally, the final
rule subjects mutual funds to
requirements on the creation and
retention of records for extensions of
credit and cross-border transfers of
currency, monetary instruments, checks,
investment securities, and credit.24
These requirements apply to
transactions in amounts exceeding
$10,000.

Mutual funds are subject to record
retention requirements under the

18 See 31 CFR 103.33(f) and (g). Financial
institutions must retain records for a period of five
years. 31 CFR 103.38(d).

19Rules under the BSA define a “transmittal of
funds” and the persons or institutions involved in
a “transmittal of funds.” See 31 CFR 103.11(d), (e),
(@), (x), (s), (v}, (W), (cc), (dd), (jj), (kk), (1), and
(mm). A “transmittal of funds” includes funds
transfers processed by banks, as well as similar
payments where one or more of the financial
institutions processing the payment is not a bank.
If the mutual fund is processing a payment sent by
or to its customer, then the mutual fund would be
either the “transmittor’s financial institution” or the
“recipient’s financial institution.”

20 See 31 CFR 103.33(f)(1)(i) and (f)(2).

21 See 31 CFR 103.33(f)(3) (information that the
recipient’s financial institution must obtain or
retain).

22 See 31 CFR 103.33(g) (information that must
“travel” with the transmittal order); 31 CFR
103.11(kk) (defining “transmittal order”).

23 See 31 CFR 103.33(e)(6)(i) and 31 CFR
103.33(f)(6)(i). The inclusion of mutual funds
within the exceptions is intended to provide mutual
funds with treatment similar to that of banks,
brokers or dealers in securities, futures commission
merchants, and introducing brokers in
commodities.

24 See 31 CFR 103.33(a)—(c). Financial institutions
must retain these records for a period of five years.
31 CFR 103.38(d).

Investment Company Act, and mutual
fund transfer agents are subject to
recordkeeping requirements under the
Securities Exchange Act of 1934.25 In
light of these existing regulatory
obligations, FinCEN stated in the Notice
that the requirements of 31 CFR 103.33
and 31 CFR 103.38 would have a de
minimus impact on mutual funds and
their transfer agents.26 Furthermore,
rules under the BSA on the
establishment of customer identification
programs by mutual funds and on the
reporting by mutual funds of suspicious
transactions impose requirements to
create and retain records.2?

FinCEN also requested comment on
the anticipated impact of subjecting
mutual funds to the requirements of the
Recordkeeping and Travel Rule. All
three commenters noted that subjecting
mutual funds to the requirements of the
Recordkeeping and Travel Rule will
require mutual funds to implement
changes to their transaction processing
and recordkeeping systems. One
commenter stated that the impact of the
Recordkeeping and Travel Rule
requirements on a mutual fund and its
transfer agent may vary significantly,
and that the impact will depend on such
factors as the transaction processing and
recordkeeping systems currently in
place, the size of the mutual fund
complex, and how the mutual fund
shares are distributed. Other
commenters stated that subjecting
mutual funds to the requirements of the
Recordkeeping and Travel Rule would
have a greater impact on smaller mutual
funds.

All commenters requested additional
time to comply with the Recordkeeping
and Travel Rule. Such an extension
would provide mutual funds with an
opportunity to implement changes to
their transaction reporting and
recordkeeping systems. Generally,
commenters suggested an extension of
between 18 to 24 months. FinCEN has
determined that extending the
compliance date with respect to the
requirements of the Recordkeeping and
Travel Rule to 270 days after the rule is
published in the Federal Register is
appropriate.

25 See, e.g., 15 U.S.C. 80a—30 (mutual funds); 15
U.S.C. 78q(a)(3) (transfer agents).

26 Amendment to Bank Secrecy Act Regulations;
Defining Mutual Funds as Financial Institutions, 74
FR 26996, 26998 (June 5, 2009).

27 See 31 CFR 103.131 (mutual funds must obtain
and record identifying information for persons
opening new accounts, and verify the identity of
persons opening new accounts); 31 CFR 103.15(c)
(mutual funds must maintain records of
documentation that supports the filing of a SAR).

C. Section 103.130(a)—Amending the
Definition of “Mutual Fund” in the AML
Program Rule for Mutual Funds

FinCEN is amending the definition of
“mutual fund” at 31 CFR 103.130(a) by
including an explicit reference to open-
end companies “registered or required to
register under section 8 of the
Investment Company Act.” The
amended definition of mutual fund
harmonizes the definition in the anti-
money laundering program rule with
the definitions in the customer
identification program rule for mutual
funds, enhanced due diligence program
rule for certain foreign accounts, and
suspicious activity reporting rule for
mutual funds.28 Rules requiring the
establishment of customer identification
and enhanced due diligence programs
impose requirements that are
programmatic in nature. It was
FinCEN'’s intent that the definition of
“mutual fund” at 31 CFR 103.130(a)
include only those entities registered or
required to register with the SEC.
Paragraph (a) of section 103.130 will
define a mutual fund as follows:

an “investment company” (as the term is
defined in section 3 of the Investment
Company Act (15 U.S.C. 80a-3)) that is an
“open-end company” (as that term is defined
in section 5 of the Investment Company Act
(15 U.S.C. 80a-5)) registered or required to
register with the Commission under section
8 of the Investment Company Act (15 U.S.C.
80a-8).

D. Section 103.56(b)(8)—Excluding
Mutual Funds From the Delegation of
Examination Authority to the Internal
Revenue Service

FinCEN is amending 31 CFR
103.56(b)(8) by including mutual funds
within the list of financial institutions
the Internal Revenue Service lacks the
authority to examine for compliance
with the BSA. The definition of “mutual
fund” at 31 CFR 103.11(ccc) will apply
to this provision.

The SEC examines mutual funds for
compliance with the Investment
Company Act, and FinCEN has
delegated to the SEC the authority to
examine mutual funds for compliance
with the BSA.29 The SEC has expertise
in the operations of mutual funds and
experience addressing the adequacy of
mutual fund compliance programs.
Mutual funds are subject to rules under
the Investment Company Act that
require the implementation of internal
controls and other aspects of a

2831 CFR 103.130(a), 103.131(a)(5),
103.175(f)(1)(x), 103.15(a).

29 See 31 CFR 103.56(b)(6) (examination authority
under the BSA is delegated to the SEC with respect
to “investment companies,” as the term is defined
in the Investment Company Act).
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compliance program.3° Examinations by
the Internal Revenue Service would
result in duplication of effort and
limited benefit in terms of increased
compliance.

IV. Notice and Comment Under the
Administrative Procedure Act

The Notice did not propose
amendments to 31 CFR 103.130(a) and
31 CFR 103.56(b)(8). Under the
Administrative Procedure Act, notice of
a proposed rulemaking is not required
for “rules of agency organization,
procedure, or practice,” or when the
agency, for good cause, finds “that
notice and public procedure thereon are
impractical, unnecessary, or contrary to
the public interest.” 31 The amendment
to 31 CFR 103.56(b)(8) is a “rule of
agency organization, procedure, or
practice.” Furthermore, for the reasons
stated above, FinCEN finds that
publishing the amendments to 31 CFR
103.130(a) and 31 CFR 103.56(b)(8) for
comment is “unnecessary and contrary
to the public interest.” 32

V. Proposed Location in Chapter X

In accordance with the November 7,
2008 notice of proposed rulemaking
pertaining to a restructuring of its
regulations in a new chapter in the Code
of Federal Regulations,33 FinCEN is
separately proposing to remove Part 103
of Chapter I of Title 31, Code of Federal
Regulations, and add Parts 1000 to 1099
(Chapter X). In the proposed Chapter X,
the definition of mutual fund will be
located at 1010.100(gg) and inserted into
the definition of “financial institution”
at 1010.100(t)(10). The planned
reorganization would have no
substantive effect on the final rule
herein. The final rule herein would be
renumbered according to the structure
established via the finalization of the
Chapter X rule.

VI. Regulatory Flexibility Analysis

Pursuant to the Regulatory Flexibility
Act (“RFA”) (5 U.S.C. 601 et seq.),

3017 CFR 270.30a-3 (registered investment
companies must implement disclosure controls,
and procedures and internal controls over financial
reporting.); 17 CFR 270.38a—1 (registered
investment companies must implement written
policies and procedures reasonably designed to
ensure compliance with the federal securities laws).

315 USC 553(b).

32For similar reasons, the amendment to 31 CFR
103.56(b)(8) does not require analysis under the
Regulatory Flexibility Act or analysis of major rule
status under the Small Business Regulatory
Enforcement Fairness Act. 5 USC 804(3)(C) (for
purposes of Congressional review of agency
rulemaking, the term “rule” does not include any
rule of agency organization, procedure, or practice
that does not substantially affect the rights or
obligations of non-agency parties).

33 Transfer and Reorganization of Bank Secrecy
Act Regulations, 73 FR 66414 (Nov. 7, 2008).

FinCEN certifies that the final rule will
not have a significant economic impact
on a substantial number of small
entities. The economic impact of the
final rule on small entities should not be
significant. Mutual funds, regardless of
their size, are already required to
comply with many of the rules under
the BSA that currently exist. While all
mutual funds are captured under this
rulemaking, the estimated burden
associated with defining mutual funds
as financial institutions is minimal.
FinCEN believes that mutual funds
rarely receive from or disburse to
shareholders significant amounts of
currency. As discussed above, FinCEN
and commenters anticipate that moving
mutual funds from a Form 8300 filing
requirement to a CTR filing requirement
will reduce the regulatory burden on all
mutual funds. Finally, mutual funds are
already subject to record retention
requirements under the Investment
Company Act, and mutual fund transfer
agents are subject to recordkeeping
requirements under the Securities
Exchange Act of 1934.

In the Notice, FinCEN requested
comment on whether the proposed rule
would have a significant economic
impact on a substantial number of small
entities. FInCEN received one letter
commenting on FinCEN’s certification
under the RFA. This commenter stated
that the requirements of 31 CFR 103.33
might have a significant economic
impact on small mutual funds. The
commenter noted that most of the larger
mutual funds already have affiliations
with other financial institutions and
that these financial institutions have
systems in place enabling mutual funds
to achieve economies. The commenter
suggested that FinCEN consider a
phased-in requirement to allow smaller
mutual funds additional time to comply
with the requirements of 31 CFR 103.33.
FinCEN believes that this rulemaking
will not have a significant impact on a
substantial number of small mutual
funds. FinCEN, however, has
determined that a delayed compliance
date to allow all mutual funds to make
changes to their recordkeeping and
transaction reporting systems in order to
comply with the requirements of 31 CFR
103.33 is appropriate. FinCEN has,
therefore, extended the compliance date
with respect to the requirements of 31
CFR 103.33 to 270 days after the rule is
published in the Federal Register.

VII. Executive Order 12866

It has been determined that the final
rule is not a “significant regulatory
action” for purposes of Executive Order
12866. Accordingly, a regulatory impact
analysis is not required.

VIIL Paperwork Reduction Act

The collection of information
contained in this final rule has been
approved by the Office of Management
and Budget in accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. 3507(d)) under control number
1506—0004. Based on comments
received the collection of information as
required by 31 CFR 103.22 will likely
reduce the reporting burden for mutual
funds. Commenters did not state that
the collection of information as required
by 31 CFR 103.33 would result in an
increased burden for mutual funds.

Description of Affected Financial
Institutions: “Mutual funds” as defined
in 31 CFR 103.11(ccc).

Estimated Number of Affected
Financial Institutions: 8,029.34

Estimated Average Annual Burden
Hours per Affected Financial
Institution: The estimated average
burden associated with the collection of
information in this notice is one-hour
recordkeeping per response per affected
financial institution.35

Estimated Total Annual Burden:
8,029 hours.36

In the Notice, FinCEN invited
comment on whether the collection of
information in the final rule is necessary
for the proper performance of FinCEN’s
mission.3” Commenters did not address
the issue specifically. However, all
commenters stated that subjecting
mutual funds to 31 CFR 103.22, and
relieving mutual funds of the obligation
to file reports on Form 8300, will reduce
the reporting burden on mutual funds.
All commenters noted that requiring
mutual funds to comply with 31 CFR
103.33 could have an impact on small
mutual funds. As discussed above in the
section by section analysis, all
commenters requested a delayed
compliance date for 31 CFR 103.33 to
allow mutual funds time to implement
changes to their transaction reporting
and recordkeeping systems. FinCEN has
determined that all mutual funds should

34 See Investment Company Institute (ICI) 2008
Investment Company Fact Book, at 110 (2008),
available at: http://www.icifactbook.org/pdf/
2008_factbook.pdf (number of mutual funds in the
U.S. in 2007).

35 The single hour is based on an estimate of 45
minutes to complete the CTR form and 15 minutes
for recordkeeping and archiving.

36 While it is not industry practice for mutual
funds to accept cash, there is no restriction on
mutual funds that prohibits mutual funds from
accepting cash. Therefore, for purposes of
estimating the annual burden the filing of CTRs will
have on mutual funds, FinCEN estimates that each
mutual fund will file one CTR per year.

37 Amendment to Bank Secrecy Act Regulations;
Defining Mutual Funds as Financial Institutions, 74
FR 26996, 26999 (June 5, 2009).
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be granted additional time to comply
with 31 CFR 103.33.

Under the Paperwork Reduction Act,
an agency may not conduct or sponsor
a collection of information, and a person
is not required to respond to a collection
of information, unless it displays a valid
OMB control number.

List of Subjects in 31 CFR Part 103

Administrative practice and
procedure, Banks and banking, Brokers,
Currency, Foreign banking, Foreign
currencies, Gambling, Investigations,
Penalties, Reporting and recordkeeping
requirements, Securities, Terrorism.

Amendment

m For the reasons set forth above in the
preamble, 31 CFR part 103 is amended
as follows:

PART 103—FINANCIAL
RECORDKEEPING AND REPORTING
OF CURRENCY AND FOREIGN
TRANSACTIONS

m 1. The authority citation for part 103
continues to read as follows:

Authority: 12 U.S.C. 1829b and 1951-1959;
31 U.S.C. 5311-5314 and 5316-5332; title III,
secs. 311, 312, 313, 314, 319, 326, 352, Pub.
L. 107-56, 115 Stat. 307.

Subpart A—Definitions
m 2. Amend § 103.11 by revising

paragraph (n)(9); and by adding
paragraphs (n)(10) and (ccc):

§103.11 Meaning of Terms.
* * * * *
(n) * * %
(9) An introducing broker in
commodities;
(10) A mutual fund.
* * * * *

(ccc) Mutual fund means an
“investment company” (as the term is
defined in section 3 of the Investment
Company Act (15 U.S.C. 80a—3)) that is
an “open-end company” (as that term is
defined in section 5 of the Investment
Company Act (15 U.S.C. 80a-5))
registered or required to register with
the Securities and Exchange
Commission under section 8 of the
Investment Company Act (15 U.S.C.
80a-8).

* * * * *

Subpart C—Records Required To Be
Maintained

m 3. Amend § 103.33 by revising
paragraphs (e)(6)(i)(I) and (f)(6)(i)(I); and
by adding paragraphs (e)(6)(i)(J) and
(D(6)(1)(), to read as follows:

§103.33 Records to be made and retained
by financial institutions.

* * * * *

e]* * %

(
(6) * * %
(i] * * %

(I) A Federal, State or local
government agency or instrumentality;
or

(J) A mutual fund; and
( * *x %

(6) * * %

(i) * *x %

(I) A federal, state or local government
agency or instrumentality; or

J) A mutual fund; and

* * * * *

Subpart I—Anti-Money Laundering
Programs

m 4. Section 103.130 is amended by
revising paragraph (a) to read as follows:

§103.130 Anti-money laundering
programs for mutual funds.
* * * * *

(a) For purposes of this section
mutual fund means an “investment
company” (as that term is defined in
section 3 of the Investment Company
Act (15 U.S.C. (15 U.S.C. 80a—3)) that is
an “open-end company” (as that term is
defined in section 5 of the Investment
Company Act (15 U.S.C. 80a-5))
registered or required to register with
the Commission under section 8 of the
Investment Company Act (15 U.S.C.
80a-8).

* * * * *

Subpart E—General Provisions

m 5. Section 103.56 is amended by
revising paragraph (b)(8) to read as
follows:

§103.56 Enforcement.

* * * * *

(b) * * *
(8) To the Commissioner of Internal
Revenue with respect to all financial
institutions, except brokers or dealers in
securities, mutual funds, futures
commission merchants, introducing
brokers in commodities, and commodity
trading advisors, not currently
examined by Federal bank supervisory

agencies for soundness and safety; and
* * * * *

Dated: April 8, 2010.
James H. Freis, Jr.,

Director, Financial Crimes Enforcement
Network.

[FR Doc. 2010-8500 Filed 4-13-10; 8:45 am]
BILLING CODE 4810-02-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG—-2010-0217]

Drawbridge Operation Regulation;
Elizabeth River, Eastern Branch, VA
AGENCY: Coast Guard, DHS.

ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, Fifth Coast
Guard District has issued a temporary
deviation from the regulations
governing the operation of the Berkley
Bridge (I-264), across the Elizabeth
River, Eastern Branch, mile 0.4, at
Norfolk, VA. The deviation is necessary
to facilitate structural repairs to the lift
spans. This deviation allows the
drawbridge to remain in the closed to
navigation position.

DATES: This deviation is effective from
8 p.m. on April 23, 2010 through 4:30
a.m. on June 21, 2010.

ADDRESSES: Documents mentioned in
this preamble as being available in the
docket are part of docket USCG-2010-
0217 and are available online by going
to http://www.regulations.gov, inserting
USCG-2010-0217 in the “Keyword” box
and then clicking “Search”. They are
also available for inspection or copying
at the Docket Management Facility (M-
30), U.S. Department of Transportation,
West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.,
Washington, DC 20590, between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, call or
e-mail Terrance Knowles,
Environmental Protection Specialist,
Fifth Coast Guard District; telephone
757-398-6587, e-mail
Terrance.A.Knowles@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION: The
Virginia Department of Transportation,
who owns and operates this bascule-
type drawbridge, has requested a
temporary deviation from the current
operating regulations set out in 33 CFR
117.1007(b) and (c) to facilitate the
resurfacing of the bridge roadway, as
modified by the temporary deviation at
Docket No. USCG-2010-0083,
published in the Federal Register on
March 3, 2010, 75 Fed. Reg. 9521.
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The Berkley Bridge (I-264) at mile
0.4, across the Elizabeth River, Eastern
Branch, in Norfolk, VA, has a vertical
clearance in the closed position of 48
feet above mean high water.

Under this temporary deviation, the
drawbridge will be maintained in the
closed to navigation position on four
separate weekends beginning at 8 p.m.
on Fridays until and including 4:30 a.m.
on Mondays from April 23-26, 2010;
April 30-May 3, 2010; May 14-17, 2010;
and from June 4-7, 2010. In addition, if
severe or inclement weather occurs, the
alternate closure dates will be
rescheduled to May 7-10, 2010 and/or
June 18-21, 2010. During these closure
periods, vessel openings of the draw
spans along with the removal of barges
in the waterway will be provided if at
least two hours advance notice is given
to the bridge operator at (757) 494-2490.
No marine events are scheduled during
these time periods and the waterway
will still allow for the passage of vessels
of heights less than 48 feet.

Smaller vessels that can pass under
the bridge without a bridge opening may
do so at most times. There are no
alternate routes for vessels transiting
this section of the Eastern Branch of the
Elizabeth River. The bridge can be
opened for emergencies but may be
delayed by two hours.

The waterway users are large
commercial vessels, tugs, barges, and
smaller leisure craft. The Berkley Bridge
opens rarely on weekends for larger
commercial vessels, approximately 2—3
times/weekend. The Coast Guard has
coordinated the restrictions with the
commercial and recreational waterway
users. Additionally, the Coast Guard
will inform unexpected users of the
waterway through our local and
broadcast Notices to Mariners of the
closure periods for the bridge so that
vessels can arrange their transits to
minimize any impacts caused by the
temporary deviation.

In accordance with 33 CFR 117.35(e),
the drawbridge must return to its regular
operating schedule immediately at the
end of the designated time period. This
deviation from the operating regulations
is authorized under 33 CFR 117.35.

Dated: April 1, 2010.

Patrick B. Trapp,

Captain, United States Coast Guard, Acting
Commander, Fifth Coast Guard District.

[FR Doc. 2010-8476 Filed 4—13-10; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2009-0809]

RIN 1625-AA00

Safety Zone; Desert Storm, Lake
Havasu, AZ

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone
within the Thompson Bay region of the
navigable waters of the Colorado River
in Lake Havasu, Lake Havasu City,
Arizona in support of the Desert Storm
Exhibition Run. This temporary safety
zone is necessary to provide for the
safety of the participants, crew,
spectators, participating vessels and
other vessels and users of the waterway.
Persons and vessels are prohibited from
entering into, transiting through, or
anchoring within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.

DATES: This rule is effective from 8 a.m.
on April 23, 2010 through 5:30 p.m. on
April 25, 2010.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—-2009—
0809 and are available online by going
to http://www.regulations.gov, inserting
USCG-2009-0809 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M—30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday

through Friday, except Federal holidays.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Petty Officer Shane
Jackson, Waterways Management, U.S.
Coast Guard Sector San Diego, Coast
Guard; telephone 619-278-7267, e-mail
Shane.E.Jackson@uscg.mil. If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act

(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists, as publishing a notice
of proposed rulemaking (NPRM) with
respect to this rule would be
impracticable, because immediate
action is necessary to ensure the safety
of the crew, spectators, and other
vessels and users of the waterway.

Background and Purpose

The Lake Racer LLC is sponsoring the
Desert Storm Charity Poker Run and
Exhibition Run, which is to be held on
Thompson Bay region of the Colorado
River in Lake Havasu City, Arizona. A
temporary safety zone is necessary to
provide for the safety of the
participants, crew, spectators, sponsor
vessels, and other users of the
waterway. This event involves
powerboats participating in an
exhibition run on a closed course. The
size of the boats varies from 21 to 55
feet. Approximately 150 to 200 boats
will participate in this event. The
sponsor will provide 2 rescue boats and
20 safety patrol boats, along with EMT
and Rescue divers, for the safety of this
event.

Discussion of Rule

The Coast Guard is establishing a
safety zone that will be enforced from
8:00 a.m. on April 23, 2010 to 5:30 p.m.
on April 25, 2010. This safety zone is
necessary to provide for the safety of the
crews, spectators, and participants of
the regatta and to protect other vessels
and users of the waterway. Persons and
vessels will be prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port, or
his designated representative. This
temporary safety zone extends to the
area encompassed by the following
coordinates:
34°27.84’ N, 114°20.64’ W;
34°27.76’ N, 114°20.80" W;
34°27.58" N, 114°20.81" W;
34°26.11"N, 114°19.17" W; and
34°26.42' N, 114°18.90° W.

The Coast Guard may be assisted by the
other federal, state, or local agencies,
including the Coast Guard Auxiliary.
Vessel or persons violating this section
will be subject to both criminal and civil
penalties.

Regulatory Analyses

We developed this rule after
considering numerous statutes and



Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

19247

executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

This determination is based on the
duration and location of the safety zone.
The safety zone will only be in effect a
short time. Vessels will be allowed to
transit through the designated safety
zone during the specified times if they
are authorized to do so from the Captain
of the Port or his designated
representative.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will affect the following
entities, some of which may be small
entities: the owners or operators of
vessels intending to transit or anchor in
a portion of the lower Colorado River
from 8 a.m. on April 23, 2010 through
to 5:30 p.m. on April 25, 2010.

This safety zone will not have a
significant economic impact on a
substantial number of small entities for
the following reasons. Although the
safety zone will apply to the entire
width of the river, traffic will be
allowed to pass through the zone with
the permission of the Coast Guard patrol
commander. There will be escort vessels
for vessel traffic to pass through the
zone once authorized to do so by the
Captain of the Port or his designated
representative. Before the effective
period, the Coast Guard will publish a
local notice to mariners (LNM) and will
issue broadcast notice to mariners
(BNM) alerts via Marine Channel 16
VHEF before the safety zone is enforced.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734-3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.
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This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves establishing a safety zone for a
marine event. An environmental
analysis checklist and a categorical
exclusion determination are available in
the docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04—6, 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T11-297 toread as
follows:

§165.T11-297 Safety zone; Desert Storm,
Lake Havasu, AZ

(a) Location. The location of the safety
zone includes all waters of Thompson
Bay of the Colorado River and land
adjacent to those waters encompassed
by the following coordinates
34°27.84’ N, 114°20.64" W;
34°27.76’ N, 114°20.80" W;
34°27.58" N, 114°20.81" W;
34°26.11"N, 114°19.17" W; and
34°26.42' N, 114°18.90° W.

(b) Enforcement period. This rule will
be enforced from 8 a.m. on April 23,
2010, to 5:30 p.m. on April 25, 2010. If
the need for the safety zone ends before
the scheduled termination times, the
Captain of the Port will cease
enforcement of this safety zone.

(c) Definitions. The following
definition applies to this section:
designated representative, means any
commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, state, and federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Patrol Commander (PATCOM). The
PATCOM may be contacted on VHF-FM
Channel 16.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other Federal, state, or local agencies.

Dated: March 27, 2010.
T.H. Farris,

Captain, U.S. Coast Guard, Captain of the
Port San Diego.

[FR Doc. 2010-8478 Filed 4-13-10; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165

[Docket No. USCG-2010-0213]

RIN 1625-AA00

Subject: Safety Zone; Sea World

Summer Nights Fireworks, Mission
Bay, San Diego, CA

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a safety zone on the
navigable waters of Mission Bay in
support of the Sea World Summer
Nights Fireworks. This safety zone is
necessary to provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless

authorized by the Captain of the Port, or
his designated representative.

DATES: This rule is effective from March
27, 2010 through September 6, 2010.
ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2010—
0213 and are available online by going
to http://www.regulations.gov, inserting
USCG-2010-0213 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Petty Officer Corey
McDonald, Waterways Management,
U.S. Coast Guard Sector San Diego, CA;
telephone 619-278-7262, e-mail
Corey.R.McDonald@uscg.mil. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
immediate action is necessary to ensure
the safety of vessels, spectators,
participants, and others in the vicinity
of the marine event on the dates and
times this rule will be in effect and
delay would be contrary to the public
interest.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register because delaying the effective
date would be contrary to the public
interest, since immediate action is
needed to ensure the public’s safety.

Background and Purpose

Sea World is sponsoring the Sea
World Summer Nights Fireworks, which
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will include a fireworks presentation
from a barge in Mission Bay. A
temporary safety zone is necessary to
provide for the safety of the crew,
spectators, participants, and other
vessels and users of the waterway.
Persons and vessels will be prohibited
from entering into, transiting through, or
anchoring within this safety zone unless
authorized by the Captain of the Port, or
his designated representative.

Discussion of Rule

The Coast Guard is establishing a
temporary safety zone that will be
enforced from 8:50 p.m. to 10 p.m. on
March 27, 2010 through September 6,
2010. The limits of the safety zone are
a 600 foot radius around the barge in
approximate position 32°46’03” N,
117°13’11” W. The safety zone is
necessary to provide for the safety of the
crew, spectators, participants, and other
vessels and users of the waterway.
Persons and vessels are prohibited from
entering into, transiting through, or
anchoring within this safety zone unless
authorized by the Captain of the Port, or
his designated representative. Before the
effective period, the coast Guard will
publish a local notice to mariners (LNM)
and will issue broadcast notice to
mariners (BNM) alerts via marine
channel 16 VHF before the safety zone
is enforced.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this rule to be so minimal that a full
Regulatory Evaluation is unnecessary.
This determination is based on the
enforcement and location of the safety
zone. Vessels will be able to transit
around the safety zone. Furthermore,
this safety zone will only be enforced
from 8:50 p.m. through 10 p.m. nightly,
so vessels can transit the zone during
other periods. Persons and vessels will
be allowed to transit through the
designated safety zone during the
specified times if they receive

permission from the Captain of the Port
or his designated representative.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will not have a significant
economic impact on a substantial
number of small entities for the
following reasons: Vessel traffic can
pass safely around the safety zone.
Before the effective period, the coast
Guard will publish a local notice to
mariners (LNM) and will issue
broadcast notice to mariners (BNM)
alerts via marine channel 16 VHF before
the safety zone is enforced.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1-
888—REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct

effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
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it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves establishment of a safety zone.
An environmental analysis checklist
and a categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04-6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T11-304 to read as
follows:

§165.T11-304 Safety zone; Sea World
Summer Nights Fireworks; Mission Bay,
San Diego, California.

(a) Location. The limits of the safety
zone will include a 600 foot radius
around the barge in approximate
position 32°46’03” N, 117°13'11” W.

(b) Enforcement Period. This section
will be enforced from 8:50 p.m. to 10
p-m. on March 27, 2010 through
September 6, 2010. If the event
concludes prior to the scheduled
termination time, the Captain of the Port
will cease enforcement of this safety
zone and will announce that fact via
Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
Designated representative, means any
commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, State, and Federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Sector San Diego Command Center. The
Command Center may be contacted on
VHF-FM Channel 16.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other Federal, State, or local
agencies.

Dated: March 29, 2010.
T.H. Farris,

Captain, U.S. Coast Guard, Captain of the
Port San Diego.

[FR Doc. 2010-8530 Filed 4-13-10; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2009-1111]
RIN 1625-AA00

Safety Zone; BWRC Spring Classic,
Parker, AZ

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone
within the Lake Moolvalya region of the
navigable waters of the Colorado River
in Parker, Arizona for the Blue Water
Resort and Casino Spring Classic. This
temporary safety zone is necessary to
provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. Persons and
vessels are prohibited from entering
into, transiting through, or anchoring
within this safety zone unless
authorized by the Captain of the Port or
his designated representative.

DATES: This rule is effective from 6 a.m.
on April 16, 2010 through 6 p.m. on
April 18, 2010.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG-2009—
1111 and are available online by going
to http://www.regulations.gov, inserting
USCG-2009-1111 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail Petty Officer Shane
Jackson, Waterways Management, U.S.
Coast Guard Sector San Diego, Coast
Guard; telephone 619-278-7267, e-mail
Shane.E.Jackson@uscg.mil If you have
questions on viewing the docket, call
Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
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(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because
immediate action is necessary to ensure
the safety of vessels, spectators,
participants, and others in the vicinity
of the marine event on the dates and
times this rule will be in effect and
delay would be contrary to the public
interest.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register because delaying the effective
date would be contrary to the public
interest, since immediate action is
needed to ensure the public’s safety.

Background and Purpose

The Southern California Speedboat
Club is sponsoring the Blue Water
Resort and Casino Spring Classic, which
is held on the Lake Moolvalya region on
the Colorado River in Parker, Arizona. A
temporary safety zone is necessary to
provide for the safety of the
participants, crew, spectators, sponsor
vessels, and other users and vessels of
the waterway. This event involves
powerboats racing along a circular
course. The size of the boats vary from
10 to 21 feet in length. Approximately
70 to 100 boats will be participating in
this event. Additionally, the sponsor
will provide two patrol and rescue boats
and two river closure boats.

Discussion of Rule

The Coast Guard is establishing a
safety zone that will be enforced from 6
a.m. on April 16, 2010 through 6 p.m.
on April 18, 2010. This safety zone is
necessary to provide for the safety of the
crews, spectators, participants, and
other vessels and users of the waterway.
Persons and vessels will be prohibited
from entering into, transiting through, or
anchoring with this safety zone unless
authorized by the Captain of the Port, or
his designated representative. This
temporary safety zone will encompass
the entire width of the Colorado River
from Headgate Dam to 0.5 miles north
of Blue Water Marina, Parker, Arizona.
Before the effective period, the Coast
Guard will publish a local notice to
mariners (LNM).

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

We expect the economic impact of
this proposed rule to be so minimal that
a full Regulatory Evaluation is
unnecessary. This determination is
based on the size and location of the
safety zone. Commercial vessels will not
be hindered by the safety zone due to
its brief duration. Furthermore, all
vessels will be allowed to transit
through the established safety zone
during the specified times if authorized
to do so by the Captain of the Port or
his designated representative.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

This proposed rule would affect the
following entities, some of which might
be small entities: the owners or
operators of vessels intending to transit
or anchor in a portion of the Colorado
River from 6 a.m. on April 16, 2009
through 6 p.m. April 18, 2010.

This safety zone would not have a
significant economic impact on a
substantial number of small entities for
the following reasons. Although the
safety zone would apply to the entire
width of the river, traffic would be
allowed to pass through the zone with
the permission of the Coast Guard patrol
commander. Before the effective period,
the Coast Guard will publish a local
notice to mariners (LNM).

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call 1—-
888—-REG-FAIR (1-888-734—3247). The
Coast Guard will not retaliate against
small entities that question or complain
about this rule or any policy or action
of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.
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Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 5100.1 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves the establishment of a safety
zone.

An environmental analysis checklist
and a categorical exclusion
determination are available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04—1, 6.04—6, and 160.5;
Pub. L. 107-295, 116 Stat. 2064; Department
of Homeland Security Delegation No. 0170.1.

m 2. Add § 165.T11-296 to read as
follows:

§165.T11-296 Safety zone; BWRC Spring
Classic, Parker, AZ

(a) Location. The limits of this
temporary safety zone include all areas
of the Colorado River from Headgate
Dam to 0.5 miles north of the Bluewater
Marine in Parker, Arizona.

(b) Enforcement period. This section
will be enforced from 6 a.m. on April
16, 2010 to 6 p.m. on April 18, 2010. If
the event concludes prior to the
scheduled termination time, the Captain
of the Port will cease enforcement of
this safety zone and will announce that
fact via Broadcast Notice to Mariners.

(c) Definitions. The following
definition applies to this section:
Designated representative, means any

commissioned, warrant, and petty
officers of the Coast Guard on board
Coast Guard, Coast Guard Auxiliary,
and local, State, and Federal law
enforcement vessels who have been
authorized to act on the behalf of the
Captain of the Port.

(d) Regulations. (1) Entry into, transit
through or anchoring within this safety
zone is prohibited unless authorized by
the Captain of the Port of San Diego or
his designated on-scene representative.

(2) Mariners requesting permission to
transit through the safety zone may
request authorization to do so from the
Patrol Commander. The Patrol
Commander may be contacted on VHF—
FM Channel 83.

(3) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated representative.

(4) Upon being hailed by U.S. Coast
Guard patrol personnel by siren, radio,
flashing light, or other means, the
operator of a vessel shall proceed as
directed.

(5) The Coast Guard may be assisted
by other Federal, State, or local
agencies.

Dated: March 27, 2010.
T.H. Farris,

Captain, U.S. Coast Guard, Captain of the
Port San Diego.

[FR Doc. 2010-8479 Filed 4-13-10; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 60, 61, and 63
[EPA-R06-OAR-2006-0851; FRL-9137-2]

Delegation of New Source
Performance Standards and National
Emission Standards for Hazardous Air
Pollutants for the State of Louisiana

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Direct final rule; delegation of
authority.

SUMMARY: The Louisiana Department of
Environmental Quality (LDEQ) has
submitted updated regulations for
receiving delegation of EPA authority
for implementation and enforcement of
New Source Performance Standards
(NSPS) and National Emission
Standards for Hazardous Air Pollutants
(NESHAPSs) for all sources. These
regulations apply to certain NSPS
promulgated by EPA, as amended
through July 1, 2008; and certain
NESHAPs promulgated by EPA, as
amended through July 1, 2008. The
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delegation of authority under this action
does not apply to sources located in
Indian Country. EPA is providing notice
that it has approved delegation of
certain NSPS to LDEQ), and taking direct
final action to approve the delegation of
certain NESHAPs to LDEQ.

DATES: This rule is effective on June 14,
2010 without further notice, unless EPA
receives relevant adverse comment by
May 14, 2010.

ADDRESSES: Submit your comments,
identified by Docket No. EPA-R06—
OAR-2006—0851, by one of the
following methods:

e http://www.regulations.gov: Follow
the on-line instructions for submitting
comments.

e E-mail: Mr. Guy Donaldson at
donaldson.guy@epa.gov. Please also
send a copy by e-mail to the person
listed in the FOR FURTHER INFORMATION
CONTACT section below.

e Fax:Mr. Guy Donaldson, Chief, Air
Planning Section (6PD-L), at fax
number 214-665-7263.

e Mail: Mr. Guy Donaldson, Chief,
Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733.

e Hand Delivery: Mr. Guy Donaldson,
Chief, Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 1200, Dallas, Texas
75202-2733. Such deliveries are only
accepted during the Docket’s normal
hours of operation, and special
arrangements should be made for
deliveries of boxed information.

Instructions: Direct your comments to
Docket ID No. EPA-R06-OAR-2006—
0851. EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.regulations.gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be CBI or otherwise
protected through http://
www.regulations.gov or e-mail. The
http://www.regulations.gov Web site is
an “anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through http://
www.regulations.gov your e-mail
address will be automatically captured
and included as part of the comment
that is placed in the public docket and
made available on the Internet. If you

submit an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD-ROM you submit. If EPA
cannot read your comment due to
technical difficulties and cannot contact
you for clarification, EPA may not be
able to consider your comment.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses.

Docket: All documents in the docket
are listed in the http://
www.regulations.gov index. Although
listed in the index, some information is
not publicly available, e.g., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
will be publicly available only in hard
copy. Publicly available docket
materials are available either
electronically in http://
www.regulations.gov or in hard copy at
the Air Planning Section (6PD-L),
Environmental Protection Agency, 1445
Ross Avenue, Suite 700, Dallas, Texas
75202-2733. The file will be made
available by appointment for public
inspection in the Region 6 FOIA Review
Room between the hours of 8:30 a.m.
and 4:30 p.m. weekdays except for legal
holidays. Contact the person listed in
the FOR FURTHER INFORMATION CONTACT
paragraph below or Mr. Bill Deese at
214-665—7253 to make an appointment.
If possible, please make the
appointment at least two working days
in advance of your visit. There will be
a 15 cent per page fee for making
photocopies of documents. On the day
of the visit, please check in at the EPA
Region 6 reception area at 1445 Ross
Avenue, Suite 700, Dallas, Texas.

The State submittal is also available
for public inspection at the State Air
Agency listed below during official
business hours by appointment:

Louisiana Department of
Environmental Quality, 602 N. Fifth
Street, Baton Rouge, Louisiana 70802.
FOR FURTHER INFORMATION CONTACT:
Kenneth W. Boyce, Air Planning
Section, (6PD-L), Environmental
Protection Agency, Region 6, 1445 Ross
Avenue, Suite 700, Dallas, Texas 75202—
2733, telephone (214) 665-7259; fax
number 214-665-7263; e-mail address
boyce.kenneth@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we
and “our” is used refer to EPA.
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XII. Final Action
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I. What Does This Action Do?

EPA is providing notice that it is
delegating authority for implementation
and enforcement of certain NSPS to
LDEQ. EPA is also taking direct final
action to approve the delegation of
certain NESHAPs to LDEQ. With these
delegations, LDEQ will have the
primary responsibility to implement
and enforce the delegated standards
under NSPS and NESHAPs.

II. What Is the Authority for
Delegation?

Section 111(c)(1) of the Clean Air Act
(CAA) authorizes EPA to delegate
authority to any State agency which
submits adequate regulatory procedures
for implementation and enforcement of
the NSPS program. The NSPS standards
are codified at 40 CFR part 60.

Section 112(1) of the CAA and 40 CFR
part 63, subpart E, authorizes EPA to
delegate authority to any State or local
agency which submits adequate
regulatory procedures for
implementation and enforcement of
emission standards for hazardous air
pollutants. The hazardous air pollutant
standards are codified at 40 CFR parts
61 and 63.

III. What Criteria Must Louisiana’s
Program Meet To Be Approved?

EPA previously approved LDEQ’s
program for the delegation of NSPS
February 22, 1982 (47 FR 07665). The
delegation was most recently updated
on March 26, 2004 (59 FR 15687). This
action notifies the public that EPA is
updating LDEQ’s delegation to
implement and enforce certain
additional NSPS. The CAA, as
amended, requires under section 111
that performance standards be set for
source categories which in the judgment
of the Administrator cause or contribute
significantly to air pollution. The CAA
precisely states that the States should
have primary authority for
implementing the NSPS program.

EPA will approve an air toxics
program if we find that:
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(1) The State program is “no less
stringent” than the corresponding
Federal program or rule;

(2) the State has adequate authority
and resources to implement the
program;

(3) the schedule for implementation
and compliance is sufficiently
expeditious; and

(4) the program otherwise complies
with Federal guidance.

In order to obtain approval of its
program to implement and enforce
Federal section 112 rules as
promulgated without changes (straight
delegation), only the criteria of 40 CFR
63.91(d) must be met. 40 CFR
63.91(d)(3) provides that interim or final
Title V program approval will satisfy the
criteria of 40 CFR 63.91(d) for part 70
sources. Louisiana received its Title V
approval on September 12, 1995 (60 FR
47296), effective October 12, 1995.

IV. What Is Being Delegated?

On August 14, 2009, EPA received a
delegation request update for NSPS and
NESHAP rules added to the CFR as of
July 1, 2008, and certain rules issued
after July 2008. The most recent update
to NESHAP Delegation to be approved
was approved and covered NESHAP
regulations issued through July 1, 2004.
The last update to the NSPS delegation
to be approved was approved on March
26, 2004 and covered NSPS regulations
that had been issued through July 1,
2002. With the exceptions noted below,
the LDEQ’s rules incorporate by
reference (IBR) the corresponding
Federal regulations in 40 CFR parts 60,
61 and 63, into the Air Quality
regulations, which are applicable in
Louisiana that have been adopted
through July 1, 2008. The Louisiana
rules also incorporate by reference
certain amendments to NSPS rules that
were adopted after July 1, 2008. These
are 40 CFR part 60, Stay of effective date
of subpart Ja (73 FR 43626),
amendments to subpart JJJJ (73 FR
59175), and amendments to subparts D,
Da, Db, and Dc (74 FR 5072). The
Louisiana rules also IBR certain
amendments to part 63 that were
promulgated after July 1, 2008. These
are 40 CFR part 63 withdrawal of and
revision to subpart M (73 FR 39871),
partial withdrawal of direct final rule
and amendments to subpart EEEE (73
FR 40977), amendments to subpart
BBBBB (73 FR 42529), subpart XXXXXX
(73 FR 43000), and subpart YYYYYY
(73 FR 78637).

40 CFR part 61 delegations remain
unchanged from the previous delegation
update which was effective May 25,
2004. LDEQ’s request for delegation of
certain NSPS and NESHAP is for all

sources (both part 70 and non-part 70
sources). The request includes revisions
of the NESHAP standards adopted
unchanged into Louisiana
Administrative Code (LAC) Title 33:1I1I,
Chapter 30, Subchapter A, Section
3003—Incorporation by Reference 40
CFR part 60; Chapter 51, Subchapter B,
Section 5116—Incorporation by
Reference of 40 CFR part 61; Chapter 51,
Subchapter C, Section 5122—
Incorporation by Reference of 40 CFR
part 63 as it Applies to Major Sources,
except for the compliance date
established in Subpart S—Pulp and
Paper Industry at 40 CFR 63.440(d)(1);
and Chapter 53, Subchapter B, Section
5311—Incorporation by Reference of 40
CFR part 63 as it Applies to Area
Sources. For NSPS, this revision
incorporated all NSPS promulgated by
EPA (except Subpart AAA—Standards
of Performance for New Residential
Wood Heaters) as amended in the
Federal Register through July 1, 2002.
For the part 61 NESHAPs, this revision
included all NESHAPs promulgated by
EPA as amended in the Federal Register
through July 1, 2002, excluding subparts
B,H, LK, Q,R, T, and W. For the part
63 NESHAPs, this includes the
NESHAPs set forth in the table at end
of this Federal Register action titled
“CAA Program Delegation Status for
Louisiana.” The effective date of the
Federal delegation for parts 61 and 63
standards is the effective date of this
rule.

Also the delegation of, subpart EEEE,
Standards of Performance for Other
Solid Waste Incineration Units (OSWI)
that Commenced Construction on or
before December 9, 2004, promulgated
on December 16, 2005 (70 FR 74870),
remains unchanged as does the LDEQ’s
plan for emission guidelines and
compliance times for OSWTI units that
commenced construction on or before
December 9, 2004, subpart FFFF, 40
CFR 60.2980-60.3078 and tables 1-5, 70
FR 74870 (December 16, 2005). Until the
LDEQ has a mechanism to approve
training programs in compliance with
40 CFR 60.3014, the LDEQ shall except
accreditation approved by other States
complying with 40 CFR 60.3014. The
IBR emission guidelines of 40 CFR part
60, and amendments to 40 CFR part 60,
are applied to applicable units in the
State.

V. What Is Not Being Delegated?

The following part 60, 61 and 63
authorities listed below are not
delegated. All of the inquiries and
requests concerning implementation
and enforcement of the excluded
standards in the State of Louisiana

should be directed to the EPA Region 6
Office.

e 40 CFR part 60, subpart AAA
(Standards of Performance for New
Residential Wood Heaters);

e 40 CFR part 60, subpart B,
Adoption and Submittal of State Plans
for Designated Facilities and 40 CFR
part 60, subpart C, Emission Guidelines
and Compliance Times, are not
included;

e 40 CFR part 61, subpart B (National
Emission Standards for Radon
Emissions from Underground Uranium
Mines);

e 40 CFR part 61, subpart H (National
Emission Standards for Emissions of
Radionuclides Other Than Radon From
Department of Energy Facilities);

e 40 CFR part 61, subpart I (National
Emission Standards for Radionuclide
Emissions from Federal Facilities Other
Than Nuclear Regulatory Commission
Licensees and Not Covered by Subpart
H);
e 40 CFR part 61, subpart K (National
Emission Standards for Radionuclide
Emissions from Elemental Phosphorus
Plants);

e 40 CFR part 61, subpart Q (National
Emission Standards for Radon
Emissions from Department of Energy
facilities);

e 40 CFR part 61, subpart R (National
Emission Standards for Radon
Emissions from Phosphogypsum
Stacks);

e 40 CFR part 61, subpart T (National
Emission Standards for Radon
Emissions from the Disposal of Uranium
Mill Tailings); and

e 40 CFR part 61, subpart W (National
Emission Standards for Radon
Emissions from Operating Mill
Tailings).

In addition, EPA cannot delegate to a
State any of the Category II Subpart A
authorities set forth in 40 CFR
63.91(g)(2). These include the following
provisions: § 63.6(g), Approval of
Alternative Non-Opacity Standards;
§63.6(h)(9), Approval of Alternative
Opacity Standards; § 63.7(e)(2)(ii) and
(f), Approval of Major Alternatives to
Test Methods; § 63.8(f), Approval of
Major Alternatives to Monitoring; and
§63.10(f), Approval of Major
Alternatives to Recordkeeping and
Reporting. In addition, some MACT
standards have certain provisions that
cannot be delegated to the States (e.g. 40
CFR 63.106(b)). Therefore, any MACT
standard that EPA is delegating to
LDEQ), that provides that certain
authorities cannot be delegated, are
retained by EPA and not delegated.
Furthermore, no authorities are
delegated that require rulemaking in the
Federal Register to implement, or where
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Federal overview is the only way to
ensure national consistency in the
application of the standards or
requirements of CAA section 112.
Finally, section 112(r), the accidental
release program authority, is not being
delegated by this approval.

40 CFR 63, subpart D, Compliance
Extensions for Early Reductions of
Hazardous Air Pollutants (HAPs),
Subpart E, Approval of State Programs
and Delegation of Federal Authorities
and Subpart J, National Emission
Standards for HAPs for Polyvinyl
Chloride and Copolymers Production,
are not included.

In addition, this delegation to LDEQ
to implement and enforce certain NSPS
and NESHAPs does not extend to
sources or activities located in Indian
country, as defined in 18 U.S.C. 1151.
Under this definition, EPA treats as
reservations, trust lands validly set
aside for the use of a Tribe even if the
trust lands have not been formally
designated as a reservation. Consistent
with previous federal program
approvals or delegations, EPA will
continue to implement the NSPS and
NESHAPs in Indian country because
LDEQ has not adequately demonstrated
its authority over sources and activities
located within the exterior boundaries
of Indian reservations and other areas in
Indian country.

VI. How Will Applicability
Determinations Under Section 112 Be
Made?

In approving this delegation, LDEQ
will obtain concurrence from EPA on
any matter involving the interpretation
of section 112 of the CAA or 40 CFR
part 63 to the extent that
implementation, administration or
enforcement of these sections have not
been covered by EPA determinations or
guidance.

VII. What Authority Does EPA Have?

We retain the right, as provided by
CAA section 112(1)(7), to enforce any
applicable emission standard or
requirement under section 112. EPA
also has the authority to make certain
decisions under the General Provisions
(subpart A) of part 63. We are granting
LDEQ some of these authorities, and
retaining others, as explained in
sections IV and V above. In addition,
EPA may review and disapprove of
State determinations and subsequently
require revisions. (See 40 CFR 63.91 and
65 FR 55837, September 14, 2000, as
amended at 70 FR 59887, October 13,
2005; 72 FR 27443, May 16, 2007.)

Furthermore, we retain any authority
in an individual emission standard that

may not be delegated according to
provisions of the standard.

VIII. What Information Must LDEQ
Provide to EPA?

Under 40 CFR 60.4(b), all
notifications under NSPS must be sent
to both EPA and to LDEQ. Please send
notifications and reports to Chief, Air
Enforcement Surveillance Branch at the
EPA Region 6 office.

In delegating the authority to
implement and enforce these rules and
in granting a waiver of EPA notification
requirements, we require LDEQ to input
all source information into the
Aerometric Information Retrieval
System (AIRS) for both point and area
sources. LDEQ must enter this
information into the AIRS system and
update the information by September 30
of every year. LDEQ must provide any
additional compliance related
information to the EPA Region 6 Office
of Enforcement and Compliance
Assurance within 45 days of a request
under 40 CFR 63.96(a). In receiving
delegation for specific General
Provisions authorities, LDEQ must
submit to EPA Region 6 on a semi-
annual basis, copies of determinations
issued under these authorities. For part
63 standards, these determinations
include: applicability determinations
(§ 63.1); approval/disapprovals of
construction and reconstruction
(§63.5(e) and (f)); notifications
regarding the use of a continuous
opacity monitoring system
(§ 63.6(h)(7)(ii)); finding of compliance
(§ 63.6(h)(8)); approval/disapprovals of
compliance extensions (§ 63.6(i));
approvals/disapprovals of minor
(§63.7(e)(2)(i)) or intermediate
(§63.7(e)(2)(ii)) alternative (§ 63.7(f))
test methods; approval of shorter
sampling times and volumes
(§ 63.7(e)(2)(iii)); waiver of performance
testing (§ 63.7(e)(2)(iv) and (h)(2), (3));
approvals/disapprovals of minor or
intermediate alternative monitoring
methods (§ 63.8(f)); approval of
adjustments to time periods for
submitting reports (§ 63.9 and 63.10);
and approvals/disapprovals of minor
alternatives to recordkeeping and
reporting (§ 63.10(f)).

Additionally, EPA’s Emissions,
Monitoring, and Analysis Division must
receive copies of any approved
intermediate changes to test methods or
monitoring. (Please note that
intermediate changes to test methods
must be demonstrated as equivalent
through the procedures set out in EPA
method 301.) This information on
approved intermediate changes to test
methods and monitoring will be used to
compile a database of decisions that will

be accessible to State and local agencies
and EPA Regions for reference in
making future decisions. (For
definitions of major, intermediate and
minor alternative test methods or
monitoring methods, see 40 CFR 63.90).
The LDEQ should forward these
intermediate test methods or monitoring
changes via mail or facsimile to: Chief,
Air Measurements and Quality Group,
Emissions Monitoring and Analysis
Division, Office of Air Quality Planning
and Standards, Mail Code D205-02,
Research Triangle Park, NC 27711,
Facsimile telephone number: (919) 541—
0516.

IX. What Is EPA’s Oversight of This
Delegation to LDEQ?

EPA must oversee LDEQ’s decisions
to ensure the delegated authorities are
being adequately implemented and
enforced. We will integrate oversight of
the delegated authorities into the
existing mechanisms and resources for
oversight currently in place. If, during
oversight, we determine that LDEQ
made decisions that decreased the
stringency of the delegated standards,
then LDEQ shall be required to take
corrective actions and the source(s)
affected by the decisions will be
notified, as required by 40 CFR
63.91(g)(1)(ii). We will initiate
withdrawal of the program or rule if the
corrective actions taken are insufficient.

X. Should Sources Submit Notices to
EPA or LDEQ?

For the NESHAPS being delegated, all
of the information required pursuant to
the general provisions and the relevant
subpart of the Federal NESHAP (40 CFR
part 63) should be submitted by sources
located outside of Indian country,
directly to the LDEQ at the following
address: Louisiana Department of
Environmental Quality, 602 N. Fifth
Street, Baton Rouge, Louisiana 70802.
The LDEQ is the primary point of
contact with respect to delegated
NESHAPs. Sources do not need to send
a copy to EPA. EPA Region 6 waives the
requirement that notifications and
reports for delegated standards be
submitted to EPA in addition to LDEQ
in accordance with 40 CFR 63.9(a)(4)(ii)
and 63.10(a)(4)(ii). For those standards
that are not delegated, sources must
continue to submit all appropriate
information to EPA.

XI. How Will Unchanged Authorities Be
Delegated to LDEQ in the Future?

In the future, LDEQ will only need to
send a letter of request to EPA, Region
6, for NESHAP regulations that LDEQ
has adopted by reference. The letter
must reference the previous up-front
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approval demonstration and reaffirm
that it still meets the up-front approval
criteria. We will respond in writing to
the request stating that the request for
delegation is either granted or denied. A
Federal Register action will be
published to inform the public and
affected sources of the delegation,
indicate where source notifications and
reports should be sent, and to amend
the relevant portions of the Code of
Federal Regulations showing which
NESHAP standards have been delegated
to LDEQ.

XII. Final Action

The public was provided the
opportunity to comment on the
proposed approval of the program and
mechanism for delegation of section 112
standards, as they apply to part 70
sources, August 24, 1994, for the
proposed interim approval of LDEQ’s
Title V operating permits program; and
on April 7, 1995, for the proposed final
approval of LDEQ’s Title V operating
permits program. In EPA’s final full
approval of Louisiana’s Operating
Permits Program (60 FR 47296), the EPA
discussed the public comments on the
proposed final delegation of the Title V
operating permits program. In today’s
action, the public is given the
opportunity to comment on the
approval of LDEQ’s request for
delegation of authority to implement
and enforce certain section 112
standards for all sources (both part 70
and non-part 70 sources) which have
been adopted by reference Louisiana’s
state regulations. However, the Agency
views the approval of these requests as
a noncontroversial action and
anticipates no adverse comments.
Therefore, EPA is publishing this rule
without prior proposal. However, in the
“Proposed Rules” section of today’s
Federal Register publication, EPA is
publishing a separate document that
will serve as the proposal to approve the
program and delegation of authority
described in this action if adverse
comments are received. This action will
be effective June 14, 2010 without
further notice unless the Agency
receives relevant adverse comments by
May 14, 2010.

If EPA receives relevant adverse
comments, we will publish a timely
withdrawal in the Federal Register
informing the public the rule will not
take effect. We will address all public
comments in a subsequent final rule
based on the proposed rule. The EPA
will not institute a second comment
period on this action. Any parties
interested in commenting must do so at
this time. Please note that if we receive
relevant adverse comment on an

amendment, paragraph, or section of
this rule and if that provision may be
severed from the remainder of the rule,
we may adopt as final those provisions
of the rule that are not the subject of a
relevant adverse comment.

XIII. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
State law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
State law. Accordingly, the
Administrator certifies that this rule
will not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). Because this
rule approves pre-existing requirements
under State law and does not impose
any additional enforceable duty beyond
that required by State law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104-4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(59 FR 22951, November 9, 2000). This
action also does not have Federalism
implications because it does not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a State request to receive
delegation of certain Federal standards,
and does not alter the relationship or
the distribution of power and
responsibilities established in the Clean
Air Act. This rule also is not subject to
Executive Order 13045 “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because it is not
economically significant.

In reviewing delegation submissions,
EPA’s role is to approve submissions
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority
to disapprove a delegation submission
for failure to use VCS. It would thus be
inconsistent with applicable law for
EPA to use VCS in place of a delegation
submission that otherwise satisfies the
provisions of the Clean Air Act. Thus,
the requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by June 14, 2010.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. This action may
not be challenged later in proceedings to
enforce its requirements. (See section

307(b)(2).)
List of Subjects
40 CFR Part 60

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.
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40 CFR Part 61

Environmental protection, Air
pollution control, Arsenic, Benzene,
Beryllium, Hazardous substances,
Mercury, Radon, Reporting and
recordkeeping requirements, Uranium,
Vinyl chloride.

40 CFR Part 63

Environmental protection, Air
pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Dated: February 8, 2010.

Al Armendariz,

Regional Administrator, Region 6.

m 40 CFR parts 60, 61, and 63 are
amended as follows:

PART 60—[AMENDED]

m 1. The authority citation for part 60
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart A—General Provisions

m 2. Section 60.4 is amended by revising
paragraphs (b)(T) and (e)(2) to read as
follows:

§60.4 Address.

* * * * *
(b) * % %
* * * * *

(T) State Louisiana: Louisiana
Department of Environmental Quality,
P.O. Box 4301, Baton Rouge, Louisiana
70821-4301. For a list of delegated

standards for Louisiana (excluding
Indian country), see paragraph (e)(2) of
this section.

* * * * *
(e) * k%
* * * * *

(2) Louisiana. The Louisiana
Department of Environmental Quality
has been delegated all part 60 standards
promulgated by EPA, except subpart
AAA—Standards for Performance for
New Residential Wood Heaters, as
amended in the Federal Register
through July 1, 2008.

DELEGATION STATUS FOR PART 60 STANDARDS—STATE OF LOUISIANA

Source category LDEQ"
GIENETAI PIOVISIONS .....eiuiiiiitiiiiete sttt ettt et ea e e e s ae e r e e R e e Rt e b e e st eb e e e e eb e e e e nee e e e nre e e e nne e e e nneennennis Yes.
Fossil Fueled Steam Generators (>250 MM BTU/hr). Including amendments issued January 28, 2009. (74 FR | Yes.
5072).
Da .o, Electric Utility Steam Generating Units (>250 MM BTU/hr). Including amendments issued January 28, 2009. (74 | Yes.
FR 5072).
Db .o Industrial-Commercial-Institutional Steam Generating Units (100 to 250 MM BTU/hr). Including amendments | Yes.
issued January 28, 2009. (74 FR 5072).
DC oo, Industrial-Commercial-Institutional Small Steam Generating Units (10 to 100 MM BTU/hr). Including amendments | Yes.
issued January 28, 2009. (74 FR 5072).
Incinerators (>50 tons per day). Including amendments issued January 28, 2009. (74 FR 5072) ......cccccccevvrvueenenn. Yes.
MuUniICIpal Waste COMDBUSIOIS .......eiiiiiiiiiiie ittt sae et b et e bt e sae e e te e et e et e e s aneesnnenteenanas Yes.
Large Municipal Waste COMDUSTIONS ..........coiiiiiii e s Yes.
Hospital/Medical/Infectious Waste INCINEIAtOrS ..........cccuiiieiiieiiiie e s s e ee et e et ee e e ssae e e enae e esaeeesnsaeeennneees Yes.
Portland Cement PIANES .......o..eiiiiieeieese e e e r e nn e ne s Yes.
NItFIC ACIH PIANTS ... e bbb s Yes.
SUIUNC ACIH PIANES ...ttt b e bt e r e b e e e e e e e e e et e e e sre e e e nre e e e nreesnennis Yes.
HOt MiX ASPRAIt FACITIES ...t e et e e s ae e e e s anr e e e sne e e snne e e ebneeesareeeesnneeas Yes.
Petroleum REfINEIIES ........oo e s e Yes.
Petroleum Refineries (After May 14, 2007). Including amendments issued July 28, 2008. (73 FR 43626) ............. Yes.
Storage Vessels for Petroleum Liquids (After 6/11/73 & Before 5/19/78) Yes.
Storage Vessels for Petroleum Liquids (After 6/11/73 & Before 5/19/78) Yes.
Volatile Organic Liquid Storage Vessels (Including Petroleum Liquid Stg/Vessels) After 7/23/84 .........c.cccocevveveneen. Yes.
Secondary Lead SMEMREIS .........ccoiiiiiiiii e e e Yes.
Secondary Brass and Bronze Production PIaNntS ..o Yes.
Primary Emissions from Basic Oxygen Process Furnaces (Construction Commenced After June 11, 1973) .......... Yes.
Secondary Emissions from Basic Oxygen Process Steelmaking Facilities Construction is Commenced After Jan- | Yes.
uary 20, 1983.
Sewage TreatMENt PIANTS ..ottt b bbbt e e eh et e eae et e sae et e ene e e e ene e nns Yes.
Primary COPPEI SIMEIETS ........eeiiiiiiii ettt b e et e he e et e e b e e bt e sa et e abe e sateebe e s aseenneesateennes Yes.
PrIMArY ZINC SMEIEIS ...ttt h bbbttt b et e eh e et e ehe et e na e e e e nbeean e e bt e e e nbeennennean Yes.
PrMAry LEAA SMEREIS ...ttt b et h e e bt e bt e bt e e a et et e e sae e e be e e nneenneesateeeeas Yes.
Primary Aluminum ReducCtion PIANTS ........c.cooiiiiii e s e Yes.
Phosphate Fertilizer Industry: Wet Process Phosphoric Plants ............oooieiiiiiiiee e Yes.
Phosphate Fertilizer Industry: Superphosphoric ACId PIANtS ...........cccoiiiiiiiiiirinie e Yes.
Phosphate Fertilizer Industry: Diammonium Phosphate Plants ............occeiiiiiieee e Yes.
Phosphate Fertilizer Industry: Triple Superphosphate PlantS ...........ccccoiiiiiiininieinee e Yes.
Phosphate Fertilizer Industry: Granular Triple Superphosphate Storage Facilities ..........ccoooveiiiniiiieiiiieceieeee, Yes.
C0al Preparation PIANTS ...........cociiiiiiiieiei ettt b e bbbt bt b e h et nh e e na et nh e e e ne e ns Yes.
Ferroalloy Production FaCIlItIES ..........c.eeiiiiiiiiiiiieee et e e nn e e e s e e e e nnne s Yes.
Steel Plants: Electric Arc Furnaces After 10/21/74 & On or Before 8/17/83 .......coceoiiiiiinicieneee e Yes.
Steel Plants: Electric Arc Furnaces & Argon-Oxygen Decarburization Vessels After 8/07/83 .. Yes.
Kraft PUID MIS ...t s Yes.
Glass ManUufaCtUIING PIANTS .......ciiiiiiiiiieie ettt st b e et esae e et e e s ae e e bt e eateenbeenaneenaeeenne Yes.
(O T I = LY (o £ OSSPSR PSPPSR PPSPP Yes.
Surface Coating Of Metal FUINATUIE .........coiiiiiiiiie et b ettt e bt e st e e nbeenneenaneenne Yes.
StationNary Gas TUIDINES .......oiuiiiiii ettt a bbbt b e b bt et e e ae et e nae et e en e e e e ane e s ennis Yes.
Lime Manufacturing PIANES ........coiiiiiiiii et ea ettt bt e sa et et e et e et e e e an e e nne e st e nees Yes.
Lead-Acid Battery Manufacturing PIANS ..........eoiiiiiiee ettt et e s ab e e st e e e sae e e e e aeee s Yes.
Metallic Mineral ProCessing PIANTS .......cooiiiiiiiiiiiiiee et s sn e e s e e e san e e e e nnneees Yes.
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DELEGATION STATUS FOR PART 60 STANDARDS—STATE OF LOUISIANA—Continued

New Residential Wood Heaters
Rubber Tire Manufacturing Industry
Volatile Organic Compound (VOC) Emissions from the Polymer Manufacturing Industry
Flexible Vinyl and Urethane Coating and Printing
VOC Equipment Leaks in Petroleum Refineries
Synthetic Fiber Production .....
VOC Emissions from the SOCMI Air Oxidation Unit Processes ...
PetroleUm DIy CIEANEIS ........oociiiiiiiiiii ittt ettt b e et e e s bt e st e e b e e e bt e sae e et e e s et e et e e saneesaeesaneeanas Yes.
VOC Equipment Leaks From Onshore Natural Gas Processing Plants

Onshore Natural Gas Processing: SO2 Emissions ............ccccceviiiiinns
VOC Emissions from SOCMI Distillation Operations
Nonmetallic Mineral Processing Plants
Wool Fiberglass Insulation Manufacturing Plants
VOC Emissions From Petroleum Refinery Wastewater Systems ...
VOC Emissions from SOCMI Reactor Processes ..........ccccceeevvennene
Magnetic Tape Coating Operations
Industrial Surface Coating: Plastic Parts for Business Machines
Calciners and Dryers in Mineral INdustries ...........cccceevieiiiiniienicens
Polymeric Coating of Supporting Substrates Facilities ..
Municipal Solid Waste Landfills

Stationary Compression Ignition Internal Combustion Engines
Stationary Spark Ignition Internal Combustion Engines. Including amendments issued October 8, 2008. (73 FR | Yes.

EEEE ............
menced on or after 06/16/2004).
11| RN
JIIJ
59175).
KKKK ............

Stationary Combustion Turbines (Construction Commenced After 02/18/2005)

Source category LDEQ"
Automobile & Light Duty Truck Surface Coating Operations ............ccccoiiiiiiiiiiiiii e Yes.
Phosphate Manufacturing Plants Yes.
Ammonium Sulfate Manufacture Yes.
Graphic Arts Industry: Publication Rotogravure PHNEING .........cooouiiiiiiiiiiii et Yes.
Pressure Sensitive Tape and Label Surface Coating Operations .... Yes.
Industrial Surface Coating: Large Appliances ..........cccceviiriieenennne. Yes.
Metal Coil SUIface COatING ......cccoiiiiiii e e e Yes.
Asphalt Processing and Asphalt Roofing ManuUfacture .............ooiioiiiiiiiiieie e e Yes.
VOC Equipment Leaks in the SOCMI INAUStry .......ccceeiiiiiiiiiiiniiceeeeee, Yes.
VOC Equipment Leaks in the SOCMI Industry (After November 7, 2006) ... Yes.

BUIK GaSOIINE TEIMIUNAIS .....eeiiiiiiiiieii et e ettt e e e e et e e e e e e e ba e e e e e eeeseasseeeeeeeeaaaasseeeeeaesanssseeaaeseassnsanneaeeeaanes Yes.
.................................................... No

Yes.
Yes.

.................................................... Yes.
.................................................... Yes.

Yes.
Yes.

.................................................... Yes.

Yes.
Yes.

.................................................... Yes.
.................................................... Yes.

Yes.
Yes.

.................................................... Yes.
.................................................... Yes.

...... Yes.
...... Yes.

..................................................... Yes.
Small Municipal Waste Combustion Units (Construction is Commenced After 8/30/99 or Modification/Reconstruc- | Yes.
tion is Commenced After 6/06/2001).
Commercial & Industrial Solid Waste Incineration Units (Construction is Commenced After 11/30/1999 or Modi- | Yes.
fication/Reconstruction is Commenced on or After 6/01/2001).
Other Solid Waste Incineration Units (Constructed after 12/09/2004 or Modicatation/Reconstruction is com- | Yes.

.................................................... Yes.

..................................................... Yes

1The Louisiana Department of Environmental Quality (LDEQ) has been delegated all Part 60 standards promulgated by EPA, except subpart
AAA—Standards of Performance for New Residential Wood Heaters—as amended in the Federal Register through July 1, 2008.

PART 61—[AMENDED]

m 3. The authority citation for part 61

continues to read as follows:
Authority: 42 U.S.C. 7401 et seq.

Subpart A—General Provisions

W 4. Section 61.04 is amended by
revising paragraph (b)(T) and by
revising the text before the table in
paragraph (c)(6)(ii) to read as follows:

§61.04 Address.

* * * * *
(b) * ok %
* * * * *

(T) State of Louisiana: Louisiana
Department of Environmental Quality,
P.O. Box 4301, Baton Rouge, Louisiana
70821-4301.

* * * * *
(C) L
* * * * *

(6)* * %

* * * * *

(ii) Louisiana. The Louisiana
Department of Environmental Quality
(LDEQ) has been delegated the
following part 61 standards
promulgated by EPA, as amended in the
Federal Register through July 1, 2008.
The (X) symbol is used to indicate each
subpart that has been delegated.

* * * * *

PART 63—[AMENDED]

m 5. The authority citation for part 63
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart E—Approval of State
Programs and Delegation of Federal
Authorities

m 6. Section 63.99 is amended by
revising paragraph (a)(18)(i) to read as
follows:

§63.99 Delegated Federal authorities.

(a) * *x %
* * * * *
(18) * k%

(i) The following table lists the
specific part 63 standards that have
been delegated unchanged to the
Louisiana Department of Environmental
Quality for all sources. The “X” symbol
is used to indicate each subpart that has
been delegated. The delegations are
subject to all of the conditions and
limitations set forth in Federal law,
regulations, policy, guidance, and
determinations. Some authorities cannot
be delegated and are retained by EPA.
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These include certain General made to these rules after the date of
Provisions authorities and specific parts adoption are not delegated.
of some standards. Any amendments

DELEGATION STATUS FOR PART 63 STANDARDS—STATE OF LOUISIANA

Source category LDEQ"

LTttt o B (@Y= o o TSP X
=gV R T=Yo 18T (T o PO PRSPPI NO
SOCMI HON ..ot r e et e e e e s et eae e se e e ae e s et e ae e R e e Re e s e ee e e e e s ee e e e eee e e e nre e e e nre e e e nreennennin X
Polyvinyl Chloride & Copolymers ProdUCHON ...........coiiiiiieiiieie ittt st et st e e sae e et e e NO?2
COKE OVEN BAEIES ....vieeeeiiiieie ettt e e e e ae e r e b e r e b e e st e b e e et s b e e e e ne e e e e nre e e e nre e e e ereennennis X
PerchloroethyleN@—Dry CIEANEIS ......cc.eiiiiiiiitiet ettt b et bt et sb e e e bt ae e s bt eanesneeaeenneeanennens X
(0731 ] 201U Ty 4 I TSSOSO UPP ST X
Ethylene OXide SEEMlIZAtION ........cceoiiiiiiiie ettt sh et b et b e e b nbe e e e s X
Industrial Process COOlING TOWEIS ........uiiiiiiiiiiiiieiee ittt sttt ettt sttt e be e e b e e sare e be e s b e e s beeeaneesaeeeteesanas X
GaSsOlNE DISHDULION ...ttt b e et e bt e et e sae e et e e e ae e e bt e eaneebeenaneenbneenne X
PUID & PAPEI MACT | ettt ettt e et e bt e a e e eh et et e et e e bt e eb et et e e nae e e bt e eaneenneesaneennan X
Halogenated SOIVENT ..o e st n e e X
Polymers & Resins/Group | ........ccccceeeeneee. X
Epoxy Resins and Non-Nylon Polyamides X
SeCONAArY LEAA SIMEIING ... .veiiiiiiieiee ettt ettt h e s bt e bt e e bt e bt e e abe e saeeeateesabe e bt e sabeenbeesaneenaneenne X
MaIFINE VESSEI LOAAING .....eeeiiiiieiiiiee ittt ettt et e e st e e e et e e s b e e e e s bt e e sas e e e e aase e e e ase e e esne e e nasneeeemteeeesnneeeennneean X
Phosphoric ACid/PhoSphate FErtiliZErS ..........ciiiiiiiiiiiiise e sne e nne s X
Petroleum RefiNErES (MACT 1) ..ottt ettt e et e e sh et na e e e ebe e e e s re e s e ne e e e nneennenens X
OFfSite WASLE & RECOVEIY ...ttt ettt et h et b e a bbbt eb e b et et e nae et e na e et e ene e e e aneennennis X
MaGNEtiIC TAPE MG ettt b e b e st e e b e e bt e e b e e et e s b e e e sn e ae s X
Aerospace MG and REWOTK .........ooiiiiiiiii ettt et e e bt e b e e e b e st e et e e e bt e s reeene e X
Oil & Natural Gas ProGUCTION ..........cooiiiiiiiie ittt ettt ettt sae e e bt e s en e e bt e saneesbeenneenaneeane X
Shipbuilding & SHiP REPAIT ....coeiieiieiie ettt ettt e e e s ae e et e e sbe e e bt e saneebeenaneenteenane X
Wood FUurniture ManUFACTUIING ......oc.eiiiiiiiit ettt se ettt e e e e sare et e e e aneenneesaneens X
[ 1T o < S ¥ o] =] 11 T TSSO RRPI X
Primary Aluminum ReducCtion PIANTS ........coii it e e e e s e e s X
Combustion Sources at Kraft, Soda, and Sulfite Pulp & Paper MillS .........cocoiiiiiiiiiiiee e X
Storage Vessels (Tanks)—CoNtrol LEVEI T .......oo ittt ettt st e e e e be e sab e e sbeesaneenaeeanne X
StaNdards fOr CONLAINEIS ......oiiiiiiiieee ittt r e e b h e bt b e e s e e b e e e e e e e e sae e e e nreesnenre e e e nneearennis X
Standards for Surface Impoundments .... X
Standards for Individual Drain Systems X
Closed Vent Systems, Control Devices, Recovery Devices & Routing to a Fuel Gas System or a Process ........... X
Equipment Leaks—Control LEVEI 1 ........oo ittt et st e e e X
Equipment Leaks—CoNtrol LEVEI 2 ..ottt ettt ettt se et e e e e n e ans X
Standards for Oil-Water Separators & Organic-Water SEparators ............cocueereiriieiieeiee e X
Storage Vessels (Tanks)—CONrol LEVEI 2 ........coui oottt sttt et e e sae e nneenaeeeane X
Ethylene Manufacturing Process Units: Heat Exchange Systems & Waste Operations . D ¢
ACEEAl RESINS ... e e X
ACTYIIC/MOGACTYIC FIDEIS ...ttt et at et e e h bt e b et eat e e bt e et e e beeeabeesabeeabeeenbeenneeanneens X
Carbon Black ProGUCHION ........ccociiiiiiiieieie ettt r e e e e b e e e e et e e e sre e e e nre e e e eneennennes X
Cyanide CheMICAIS MG .....ccuiiiiiiiti ittt r e s bt e r e b e e et b e e e na e e e e sre e e e nne e e e aneesnennin X
=1 (0)Y] (] o Lo e oo [0 Tox (o] o I PSR UPRPU PRSP X
HYArOGEN FIUOKIAE ....eeiei ettt sttt e st e st e e b e e bt e s ae e st e e st e e be e s b e e s aeesneenanas X
Polycarbonates ProQUCTION ..ottt e et e e st e e e s bt e e e ab e e e esbe e e ssbee s sabaeeesaseeeennneeas X
SPANAEX PIOGUCTION ...ttt e h ettt e bt e bt e et e s ae e et e e e ba e e bt e saneebeesaneenbeeeane X
Steel Pickling—HCL Process Facilities and Hydrochloric Acid Regeneration Plants ...........cccccociiiiiiiniinieneeene X
Standards for Mineral-Wool Production ............cccceeiiiiiiiiienieceee e e | X
Standards for Hazardous Waste Combustors X
Standards for Pharmaceuticals ProdUCHON ............cooiiiiiiiiiiie e e X
Standards for Natural Gas TranSmiSSIiON & STOrAgE ......coceiiiuiiiiiiiieiie ettt sneesae e X
Flexible Polyurethane FOam ProdUCHION ............ooiiiiiiiiiie et e e e es X
Polymers & RESINS/GIOUP [V ..ottt ettt b e et e e she e et e e s e e e b e e saeeenbeesabeebeesnseesaeesaseenneas X
Portland Cement ManUFACLUMING ........coiuiiiii ittt ettt e et et e et e e se e e abe e saeeeabeesabeebeesnbeesaeeenseannnas X
Pesticide Active INgredient ProdUCHION ..ottt st e e e e s sn e e e stn e e e saseeeennneeas X
WOOI FIDEIGIASS ...ttt st et e e e e s b e e st e e s et e e b e e e bae e b e e sane et e e e b e e s beeeaneeas X
Polymers & Resins lll Amino Resins, Phenolic RESINS .........cooiiiiiiiiiiie e X
Polyether Polyols ProAUCHION ..........ccuiiiiiii ettt sttt e s a e sae e s X
Primary COPPEr SIMEIING ......oiieiieiiiie ittt b et e eh e e st e e bt e bt e eae e e be e sateebeesaneenneesateennes X
Secondary AlUMINUM PrOQUCHION ........oiuiiiiiiiiiiii ettt e ettt et sae et e nre e ene e nnis X
Primary Lead SMEIING .....cooiiiiiiiieeiie ettt sttt et a et n e saee e | X
Petroleum Refineries (Catalytic Cracking Units, Catalytic Reforming Units and Sulfur Recovery Plants) | X
Publicly Owned Treatment WOrks (POTW) ...ttt ettt sne e et aeas X
Ferroalloys ProQUCHION ..ot sttt e bt e ae e st e e st e et e e s b e e s ae e s neeanas X
Plywood/Particle Board ManUFACTUIING ........couiiiiiiiieiii ittt ettt ettt e e e e sneeeees NO
Municipal Solid Waste LandIillS .........cc.eoiiiiiiiiieee ettt b e n e X
Nutritional Yeast ManUFACTUIING ......c.oiiiiiiiiiiiie ettt ettt bt e sae e et e st e e be e e s e e nne e nateeanas X
Plywood & Composite WOOA PrOGUCES ........cceiiiiriiiiiiiie ittt sttt sa et sbe e b e b nn e nne s NO
Organic Liquids Distribution (NON-GaSOMNE) .........c.coiuiiiiiiiiiiiie ittt ettt sae e sneenaeeenne X
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Source category LDEQ"

MiISCEllANEOUS OFGANIC ... .oiueiiiiiiii bbb s s s h s s b s s b e b s sa s ne s X
Solvent Extraction for Vegetable Oil Production X

HHHH .......... Wet-Formed Fiberglass Mat Production ............cccooiiiiiiiiii e X

111 I Auto & Light Duty Truck (SUrface COALING) ........cereeireiiiiiiiieiie ettt sttt ettt et e e be e b saeeebeesiseenbeesnneens X
Paper & Other Webs (Surface COoatiNg) ......cccuiiiieiiiiiiiiiieee ettt ettt X
Y=Y T O T I (S0 g =TT 07 =i g To ) IO PRUR P SPR X
Misc. Metal Parts (SUrface COatiNg) .......cociiiiiiiieiiieeie ettt ettt sae et e e e sre e sn e e X
Large Appliances (SUMace COAtING) ......oireiiiiiiieiieeiie ettt ettt ettt ettt sae e st e esbe e e bt e sae e eabeesabeebeesabeesneesaneeaeas X
Fabric Printing, Coating & Dyeing (Surface Coating) X
Plastic Parts & Products (Surface Coating) .........ccccereierriiriennieiiienie e X

QQQQ .......... Wood Building Products (formerly Flat Wood Paneling) (Surface Coating) .........ccccveciieiiiriiiiiieciie e X
Metal Furniture (SUrface COAtING) ......coouiiiieeiiiiiieii ettt sttt sae et e et e e e bt e sae e et e e sabeebeesabeesneesaneeeeas X
Metal Coil (Surface Coating) X
Leather-Finishing Operations .. X
CllUIOSE PrOTUCES ...ttt ettt sttt e h e e bt e st e e bt e e bt e b e e e bt e san e et e e e sa e e b e e eaneenbeenneenbneeane X
12T Y F=T e 1W = Tt (0 g Vo TSRS X
Reinforced Plastics Composites Production . X
Rubber Tire Manufacturing ........c.ccccoeevvieenns X
CoMDBUSHON TUMDINES ...ttt ettt b e e et e sae e et e e e aa e e s b e e st e e sbeesneenaneeane X
Reciprocating Internal Combustion ENgines (RICE) ........c.coiiiiiiiiiii e X
Lime Manufacturing Plants .............ccccocoiiiiiiininne X
Semiconductor Manufacturing X
Coke Oven; Pushing, Quenching, & Battery Stacks .........cccociiiiiiiiiiii e X
Industrial, Commercial & Institutional Boilers & Process HEaters ...........cccovveiiriiiiiiiie e NO2
Iron & Steel FouNdries ........ccoociiiiiiiiiiieee e

NNNNNN
PPPPPP
QQQQQAQ ...
RRRRRR
SSSSSS
TTTTTT
UUUUUU—

VVVVVV.
WWWWWW
XXXXXX
YYYYYY
277777

Integrated Iron & Steel Manufacturing Facilities
Site Remediation
Miscellaneous Coating Manufacturing
Mercury Cell Chlor-Alkali Plants
Brick & Structural Clay Products Manufacturing
Clay Ceramics Manufacturing
Asphalt Roofing and Processing
Flexible Polyurethane Foam Fabrication Operation ..
Hydrochloric Acid Production
Engine Test Cells/Stands (Combined w/Rocket Testing Facilities)
Friction Products Manufacturing
Taconite Ore Processing
Refractory Products Manufacturing
Primary Magnesium Refining
Electric Arc Furnace Steelmaking Facilities
Gasoline Distribution Terminals
Gasoline Dispensing Facilities
Polyvinyl Chloride and Copolymers Production
Primary Copper Smelting
Secondary Copper Smelting
Primary Nonferrous Metals Zinc, Cadmium, and Beryllium ....
Paint Stripping and Miscellaneous Surface Coating
Acrylic/Modacrylic Fibor
Carbon Black Production .
Chromium Compounds ....
Lead ACid Battery M. ... e
Wood Preserving
Clay Ceramics Mfg. .......
Glass Manufacturing
Secondary Nonferrous Metals Processing (Brass, Bronze, Magnesium, & Zinc)
(Reserved).

Plating and Polishing Operations
Metal Fabrication & Finishing Source Nine Categories
Ferroalloys Production Facilities
(Reserved).

1Federal Rules Adopted by Louisiana Department of Environmental Quality (LDEQ), unchanged as of June 16, 2006.

2 Although previously delegated to some States, this standard has been vacated and remanded to EPA by the U.S. Court of Appeals for Dis-

trict of Columbia Circuit. Therefore, this standard is not delegated at this time to any States in Region 6.
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[FR Doc. 2010-8526 Filed 4-13—10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0479; FRL—8816-5]
Alkyl (C12-C16) Dimethyl Ammonio

Acetate; Exemption From the
Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes an
exemption from the requirement of a
tolerance for residues of Alkyl (Ci2-Cis)
dimethyl ammonio acetate, herein
referred to in this document as ADAA,
when used as an inert ingredient
(surfactant) in pesticide formulations for
pre-harvest uses under 40 CFR 180.920
or applied to animals under 40 CFR
180.930 at a maxiumum concentration
of 20% in pesticide product
formulations. Technology Sciences
Group, Inc., on behalf of Rhodia, Inc.,
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), requesting an exemption from
the requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of ADAA.

DATES: This regulation is effective April
14, 2010. Objections and requests for
hearings must be received on or before
June 14, 2010, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0479. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The

Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Elizabeth Fertich, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 347-8560; e-mail address:
fertich.elizabeth@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does This Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Electronic Access to
Other Related Information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR cite at http://
www.gpoaccess.gov/ecfr. To access the
OPPTS harmonized test quidelines
referenced in this document
electronically, please go to http://
www.epa.gov/oppts and select “Test
Methods and Guidelines.”

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. The EPA procedural
regulations which govern the
submission of objections and requests

for hearings appear in 40 CFR part 178.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0479 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 14, 2010.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit your
copies, identified by docket ID number
EPA-HQ-OPP-2009-0479, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

¢ Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

In the Federal Register of August 19,
2009 (74 FR 41895) (FRL-8429-9), EPA
issued a notice pursuant to section 408
of FFDCA, 21 U.S.C. 346a, announcing
the filing of a pesticide petition (PP
9E7557) by Rhodia, Inc., 5171
Glenwood Avenue, Suite 402, Raleigh,
NC 27612. The petition requested that
40 CFR 180.920 and 40 CFR 180.930 be
amended by establishing an exemption
from the requirement of a tolerance for
residues of Alkyl (Ci2-Ci6) dimethyl
ammonio acetate, herein referred to in
this document as ADAA. That notice
included a summary of the petition
prepared by the petitioner. There were
no comments received in response to
the notice of filing.



19262

Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

IIL. Inert Ingredient Definition

Inert ingredients are all ingredients
that are not active ingredients as defined
in 40 CFR 153.125 and include, but are
not limited to, the following types of
ingredients (except when they have a
pesticidal efficacy of their own):
Solvents such as alcohols and
hydrocarbons; surfactants such as
polyoxyethylene polymers and fatty
acids; carriers such as clay and
diatomaceous earth; thickeners such as
carrageenan and modified cellulose;
wetting, spreading, and dispersing
agents; propellants in aerosol
dispensers; microencapsulating agents;
and emulsifiers. The term “inert” is not
intended to imply nontoxicity; the
ingredient may or may not be
chemically active. Generally, EPA has
exempted inert ingredients from the
requirement of a tolerance based on the
low toxicity of the individual inert
ingredients.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish an exemption
from the requirement of a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide use in residential settings.

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has

sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
exemption from the requirement of a
tolerance for residues of ADAA when
used as inert ingredients in pesticide
formulations for pre-harvest uses and on
animals at a maximum of 20% by
weight in pesticide formulations. EPA’s
assessment of exposures and risks
associated with establishing tolerances
follows.

A. Toxicological Profile

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children. The
nature of the toxic effects caused by
ADAA are discussed in this unit.

Acute oral toxicity studies were
performed using Ci>-ADAA and Cie-
ADAA. ADAA has moderate to low
acute toxicity via the oral and dermal
routes of exposure. Low acute toxicity is
generally associated with C;-ADAA
while moderate acute toxicity is
associated with C;>-ADAA. In acute
dermal and eye irritation studies, C»-
ADAA was severely irritating to the skin
and eyes. A mixture of Ci,-Ci¢ ADAA
was used in a local lymph node assay
(LLNA) to evaluate the potential to
cause skin sensitization, Ci,-Cjs ADAA
was found to be a sensitizer; however,
it gave a negative response for skin
sensitization in in vivo guinea pigs as
determined by Magnusson-Kligman test.

Two developmental studies were
available; an oral toxicity study in the
rat and a screening level developmental
dermal toxicity study in the rabbit. In
the developmental toxicity study in the
rat, maternal toxicity was manifested as
reduced body weight gain, stained and
matted haircoats, and respiratory rates
at 50 milligrams/kilograms/day (mg/kg/
day) and above. Offspring toxicity was
manifested as reduced or absent
ossification of the skull, sternebrae #5
and/or #6, and other sternebrae at 250
mg/kg/day. The NOAEL for
developmental toxicity in rats was 150
mg/kg/day. In the screening level
developmental dermal toxicity study in
rabbits, maternal toxicity manifested as
skin irritation, inhibition of body weight
gain, decreased food consumption and
resorptions at doses of 100 mg/kg/day
and above while offspring toxicity was
manifested as increased incidence of

resorptions and decreased average litter
size at > 100 mg/kg/day. The NOAEL for
systemic and developmental toxicity in
rabbits via dermal route was 40 mg/kg/
day.

A dose range-finding and a main
study of Combined Repeated Dose
Toxicity Study with the Reproduction/
Developmental Toxicity Screening Test
according to the OPPTS Harmonized
Test Guideline 870.3650 study were
available in the rat. In the range-finding
study, at > 100 mg/kg/day, a reduction
was observed in mean food
consumption, body weight, and body
weight gain during the pre-pairing
period in all animals. Also, animals
pushed their heads through the bedding
throughout the treatment period at
doses = 100 mg/kg/day. At 1,000 mg/kg/
day, mortality was observed in all
animals within 24 hours. In the main
OPPTS Harmonized Test Guideline
870.3650 study, parental toxicity was
manifested as microscopic lesions
(squamous hyperplasia, hyperkeratosis,
submucosal inflammation and edema)
in the forestomach at the lowest dose
tested (50 mg/kg/day). Reproductive and
developmental toxicity was manifested
as increased implantation losses,
decreased birth and viability indices,
and decreased pup weight at 300 mg/kg/
day (highest dose tested). The NOAEL
for reproductive/developmental toxicity
was 150 mg/kg/day.

Several mutagenicity studies (two
Ames assays and chromosome
aberration assay) were available for
review. The results for these studies
were negative. No animal
carcinogenicity studies are available in
the database. Based on Structure
Activity Relationship (SAR) analysis, no
structural alerts for carcinogenicity were
identified.

Two in vitro dermal absorption
studies were available in hairless mice.
The dermal absorption factor of Cj»-
ADAA and C;s-ADAA was estimated to
be <1%.

The Agency notes the surfactants are
surface-active materials that can damage
the structural integrity of cellular
membranes at high dose levels. Thus,
surfactants are often corrosive and
irritating in concentrated solutions. The
observed toxicity seen in the repeated
dose studies, such as microscopic
stomach lesions or decreased body
weight gain, are attributed to the
corrosive and irritating nature of these
surfactants.

There are no published or
unpublished ADAA metabolism studies.
However, ADAA are expected to
metabolized via three potential
metabolic pathways:
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1. Omega oxidation followed by beta
oxidation of the carbon chain,

2. Conjugation of ADAA at the
carboxylic acid portion of the molecule
by any of a number of amino acids, or

3. Glucuronidation at the same site on
ADAA, followed by elimination.

Specific information on the studies
received and the nature of the adverse
effects caused by ADAA, as well as, the
no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Decision Document for Alkyl (Ci2-Cis)
dimethyl ammonio acetate (CAS Reg.
Nos. 683-10-3, 2601-33—4 and 693—-33—
4),” pages 8-16 in docket ID number
EPA-HQ-OPP-2009-0479.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a Benchmark Dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the

extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the Level of Concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

For the purpose of this risk
assessment, a protective overall NOAEL
of 40 mg/kg/day was selected for all
exposure scenarios based on weight-of-
evidence from three studies in which
systemic toxicity was observed at doses
of 100 mg/kg/day or above. The
different NOAELSs observed in these
studies are due to the dose selection

process. For example, a NOAEL of 33
mg/kg/day and LOAEL of 100 mg/kg/
day (based on pushing head through
bedding, decreased food consumption
and weight gain) were established in a
range finding study for a combined
reproduction/ developmental toxicity
screening test. In the main study,
Organization for Economic Cooperation
and Development (OECD) combined
repeated dose toxicity study with the
reproduction/developmental toxicity
screening test, the LOAEL was
established at 50 mg/kg/day (lowest
dose tested). However, the LOAEL was
based on irritation in the forestomach of
rats due to the physical/chemical
properties of ADAA, which was not
considered relevant for human risk
assessments. Also the NOAEL of 40 mg/
kg/day is considered to be protective of
marginal decreases in body weights seen
at the LOAEL of 50 mg/kg/day in the
oral development toxicity study in rats
because body weight effects were not
observed in the OECD 422 study (main
study) at a dose level of 150 mg/kg/day.
Additionally, this NOAEL is supported
by the developmental dermal toxicity
study in the rabbit. In this study, a
NOAEL of 40 was established based on
the effects (uncoordinated movement,
partial paralysis and increased
incidence of resorptions) observed at
100 mg/kg/day in the presence of severe
skin irritation.

A summary of the toxicological
endpoints for ADAA used for human
risk assessment is shown in the Table of
this unit.

TABLE.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR ADAA FOR USE IN HUMAN HEALTH RISK

ASSESSMENT

Exposure/Scenario

Point of Departure and Uncer-

tainty/Safety Factors

RfD, PAD, LOC for Risk
Assessment

Study and Toxicological Effects

Acute dietary

The Agency notes the surfactants are surface-active materials that can damage the structural integ-

(all populations)

rity of cellular membranes at high dose levels. Moderate acute toxicity is associated with C12-
ADAA. However, these effects are considered local irritations rather than systemic toxicity. There-
fore this endpoint is not appropriate for risk assessment. In addition, no endpoint of concern at-
tributed to a single dose was identified in the database.

Chronic dietary
(all populations)

NOAEL = 40 mg/kg/day
UFA = 10x

UFu = 10x

FQPA SF = 1x

Chronic RfD = 0.40 mg/kg/day
cPAD = 0.40 mg/kg/day

Overall NOAEL based on three
studies

OECD 422 range finding and
main study

Developmental toxicity study in
rabbits via dermal route,

Oral developmental toxicity
study in rats

Incidental Oral, dermal and inhalation
(Short- and Intermediate-Term)

NOAEL= 40 mg/kg/day

UFa = 10x
UFy = 10x
FQPA SF = 1x

LOC for MOE = 100

Overall NOAEL based on three
studies

OECD 422 range finding and
main study

Developmental toxicity study in
rabbits via dermal route,

Oral developmental toxicity
study in rats
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TABLE.—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR ADAA FOR USE IN HUMAN HEALTH RIsSK

ASSESSMENT—Continued

Exposure/Scenario

Point of Departure and Uncer-

tainty/Safety Factors

RfD, PAD, LOC for Risk
Assessment

Study and Toxicological Effects

Dermal short- and intermediate term (1

NOAEL= 40 mg/kg/day

to 30 days) (1 to 6 months) UFA = 10x
UF]—[ = 10x
FQPA SF = 1x

10% dermal absorption factor

LOC for MOE = 100

Overall NOAEL based on three
studies

OECD 422 range finding and
main study

Developmental toxicity study in
rabbits via dermal route,

Oral developmental toxicity
study in rats

Inhalation short- and intermediate term
(1 to 30 days) (1 to 6 months)

100% inhalation absorption

LOC for MOE = 100

Overall NOAEL based on three
studies

OECD 422 range finding and
main study

Developmental toxicity study in
rabbits via dermal route,

Oral developmental toxicity
study in rats

Cancer (oral, dermal, inhalation)

Not necessary. No cancer concerns were identified.

Point of Departure (POD) = A data point or an estimated point that is derived from observed dose-response data and used to mark the begin-
ning of extrapolation to determine risk associated with lower environmentally relevant human exposures. NOAEL = no observed adverse effect
level. LOAEL = lowest observed adverse effect level. UF = uncertainty factor. UF4 = extrapolation from animal to human (interspecies). UFy =
potential variation in sensitivity among members of the human population (intraspecies). PAD = population adjusted dose (a=acute, c=chronic).
FQPA SF = FQPA Safety Factor. RfD = reference dose. MOE = margin of exposure. LOC = level of concern. N/A = not applicable.

V. Aggregate Exposures
A. Dietary Exposure

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to the ADAA, EPA considered
exposure under the petitioned-for
exemptions from the requirement of a
tolerance. EPA assessed dietary
exposures from ADAA in food as
follows:

i. Acute exposure. The Agency notes
the surfactants are surface-active
materials that can damage the structural
integrity of cellular membranes at high
dose levels. Moderate acute toxicity is
associated with C;,-ADAA. However,
these effects are considered local
irritations rather than systemic toxicity.
Therefore this endpoint is not
appropriate for risk assessment. In
addition, no endpoint of concern
attributed to a single dose was identified
in the database.

ii. Chronic exposure. In conducting
the chronic dietary exposure
assessment, EPA used food
consumption information from the
United States Department of Agriculture
(USDA) 1994—-1996 and 1998
Nationwide Continuing Surveys of Food
Intake by Individuals (CSFII). As to
residue levels in food, no residue data
were submitted for ADAA. In the
absence of specific residue data, EPA
has developed an approach which uses
surrogate information to derive upper
bound exposure estimates for the
subject inert ingredient. Upper bound

exposure estimates are based on the
highest tolerance for a given commodity
from a list of high-use insecticides,
herbicides, and fungicides. A complete
description of the general approach
taken to assess inert ingredient risks in
the absence of residue data is contained
in the memorandum entitled “Alkyl
Amines Polyalkoxylates (Cluster 4):
Acute and Chronic Aggregate (Food and
Drinking Water) Dietary Exposure and
Risk Assessments for the Inerts.”
(D361707, S. Piper, 2/25/09) and can be
found at http://www.regulations.gov in
docket ID number EPA-HQ-OPP-2008—
0738.

In the dietary exposure assessment,
the Agency assumed that the residue
level of the inert ingredient would be no
higher than the highest tolerance for a
given commodity. Implicit in this
assumption is that there would be
similar rates of degradation (if any)
between the active and inert ingredient
and that the concentration of inert
ingredient in the scenarios leading to
these highest levels of tolerances would
be no higher than the concentration of
the active ingredient.

The Agency believes the assumptions
used to estimate dietary exposures lead
to an extremely conservative assessment
of dietary risk due to a series of
compounded conservatisms. First,
assuming that the level of residue for an
inert ingredient is equal to the level of
residue for the active ingredient will
overstate exposure. The concentrations
of active ingredient in agricultural

products are generally at least 50
percent of the product and often can be
much higher. Further, pesticide
products rarely have a single inert
ingredient; rather there is generally a
combination of different inert
ingredients used which additionally
reduces the concentration of any single
inert ingredient in the pesticide product
in relation to that of the active
ingredient. In the case of ADAA, EPA
made a specific adjustment to the
dietary exposure assessment to account
for the use limitations of the amount of
ADAA that may be in formulations (to
no more than 20% by weight in
pesticide products) and assumed that
the ADAA are present at the maximum
limitation rather than at equal quantities
with the active ingredient. This remains
a very conservative assumption because
surfactants are generally used at levels
far below this percentage.

Second, the conservatism of this
methodology is compounded by EPA’s
decision to assume that, for each
commodity, the active ingredient which
will serve as a guide to the potential
level of inert ingredient residues is the
active ingredient with the highest
tolerance level. This assumption
overstates residue values because it
would be highly unlikely, given the
high number of inert ingredients, that a
single inert ingredient or class of
ingredients would be present at the
level of the active ingredient in the
highest tolerance for every commodity.
Finally, a third compounding
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conservatism is EPA’s assumption that
all foods contain the inert ingredient at
the highest tolerance level. In other
words, EPA assumed 100 percent of all
foods are treated with the inert
ingredient at the rate and manner
necessary to produce the highest residue
legally possible for an active ingredient.
In summary, EPA chose a very
conservative method for estimating
what level of inert residue could be on
food, then used this methodology to
choose the highest possible residue that
could be found on food and assumed
that all food contained this residue. No
consideration was given to potential
degradation between harvest and
consumption even though monitoring
data shows that tolerance level residues
are typically one to two orders of
magnitude higher than actual residues
in food when distributed in commerce.

Accordingly, although sufficient
information to quantify actual residue
levels in food is not available, the
compounding of these conservative
assumptions will lead to a significant
exaggeration of actual exposures. EPA
does not believe that this approach
underestimates exposure in the absence
of residue data.

iii. Cancer. ADAA is not expected to
be carcinogenic since there was no
evidence of carcinogenicity in the
available studies. Since the Agency has
not identified any concerns for
carcinogenicity relating to ADAA, a
cancer dietary exposure assessment was
not conducted.

2. Dietary exposure from drinking
water. For the purpose of the screening
level dietary risk assessment to support
this request for an exemption from the
requirement of a tolerance for ADAA, a
conservative drinking water
concentration value of 100 ppb based on
screening level modeling was used to
assess the contribution to drinking
water for chronic dietary risk
assessments for ADAA. These values
were directly entered into the dietary
exposure model.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets). ADAA
may be used as inert ingredients in
pesticide products that are registered for
specific uses that may result in both
indoor and outdoor residential
exposures. A screening level residential
exposure and risk assessment was
completed for products containing
ADAA as inert ingredients. The ADAA
inerts are used in pesticide formulations
that may be used around the home in

pesticide formulations used on lawn,
turf, or gardens. In addition, these inerts
may be present in personal care
products. The Agency selected
representative scenarios and conducted
an assessment to represent worst-case
residential exposure by assessing ADAA
in pesticide formulations (outdoor
scenarios) and ADAA in disinfectant-
type uses (indoor scenarios). Based on
information contained in the petition,
ADAA can be present in personal care
products (maximum concentration 5%).
Therefore, the Agency assessed the
personal care products containing
ADAA using exposure scenarios used by
OPP’s Antimicrobials Division to
represent worst-case residential handler
exposure. The Agency conducted an
assessment to represent worst-case
residential exposure by assessing post
application exposures and risks from
ADAA in pesticide formulations
(Outdoor Scenarios) and ADAA in
disinfectant-type uses (Indoor
Scenarios). Further details of this
residential exposure and risk analysis
can be found at http://
www.regulations.gov in the
memorandum entitled “JITF Inert
Ingredients. Residential and
Occupational Exposure Assessment
Algorithms and Assumptions Appendix
for the Human Health Risk Assessments
to Support Proposed Exemption from
the Requirement of a Tolerance When
Used as Inert Ingredients in Pesticide
Formulations” (D364751, 5/7/09, Lloyd/
LaMay in docket ID number EPA-HQ—
OPP-2008-0710.

VI. Cumulative Effects

Section 408(b)(2)(D)(v) of FFFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Unlike other pesticide ingredients for
which EPA has followed as cumulative
risk approach based on a common
mechanism of toxicity, EPA has not
made a common mechanism of toxicity
finding as to ADAA acetate and any
other substances and, ADAA does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has not assumed that
ADAA has a common mechanism of
toxicity with other substances. For
information regarding EPA’s efforts to
determine which chemicals have a
common mechanism of toxicity and to
evaluate the cumulative effects of such
chemicals, see the policy statements

released by EPA’s Office of Pesticide
Programs concerning common
mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative/.

VII. Additional Safety Factor for the
Protection of Infants and Children

1. In general. Section 408(b)(2)(c) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
Food Quality Protection Act (FQPA)
safety factor (SF). In applying this
provision, EPA either retains the default
value of 10X, or uses a different
additional safety factor when reliable
data is available to EPA support the
choice of a different factor. EPA
concluded that the FQPA safety factor
should be reduced to 1X for ADAA.

2. Prenatal and postnatal sensitivity.
There was no evidence of increased
susceptibility of infants and children in
the available developmental toxicity
studies via dermal and oral routes of
exposure. In these studies
developmental toxicity was observed in
the presence of maternal toxicity and/or
at one dose level higher. There was no
evidence of increased susceptibility of
infants and children in the OPPTS
870.3650 study (OECD 422) study. In
this study, the maternal toxicity was
manifested as body weight changes and
microscopic changes, while the fetal
toxicity was manifested as increased
implantation losses and decreased pup
weight. The maternal and
developmental NOAEL was 150 mg/kg/
day.

g. Conclusion. EPA has determined
that reliable data show that the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The database is considered adequate
for FQPA assessment. The following
acceptable studies are available:

Developmental toxicity study in rats
(1)

Developmental dermal toxicity study
in rabbits

Combined development/reproduction
repeated dose toxicity study (1)

ii. Fetal susceptibility was not
observed in the oral developmental
toxicity study in the rat, the
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developmental dermal toxicity study in
the rabbit or in the OPPTS Harmonized
Test Guideline 870.3650 study. In these
studies fetal toxicity was observed at
doses that were higher than the dose
that caused maternal toxicity. Therefore,
there are low concerns and no residual
uncertainties concerning prenatal and
postnatal toxicity.

iii. Clinical signs of neurotoxicity
(uncoordinated movement, partial
paralysis) were observed in the
developmental dermal study in the
rabbit. However, no effects on
Functional Observation Battery (FOB)
parameters were observed at doses up to
and including 300 mg/kg/day in the
OPPTS 870.3650 study (OECD 422
study). Therefore, EPA concluded that
the developmental neurotoxicity study
is not required.

iv. No evidence of immunotoxicity
was observed in the database.

v. No chronic toxicity or
carcinogenicity studies are available in
the database, however the Agency notes
that surfactants are surface-active
materials that can damage the structural
integrity of cellular membranes at high
dose levels. Thus, surfactants are often
corrosive and irritating in concentrated
solutions. The observed toxicity seen in
the repeated dose studies, such as
microscopic lesions or decreased body
weight gain, are attributed to the
corrosive and irritating nature of these
surfactants. The Agency has
considerable toxicity information on
surfactants which indicates that the
effects do not progressively increase in
severity over time. In addition, use of
the full 10X interspecies factor will
actually provide an additional margin of
safety because it is not expected that
humans’ response to local irritation/
corrosiveness effects would be markedly
different from animals. The database on
ADAA indicates that the target organ
toxicity is occurring at relatively high
doses. Based on the consideration in
this unit, the Agency concluded that an
additional FQPA safety factor for the
lack of a chronic study is not necessary.

vi. The dietary food exposure
assessment utilizes highly conservative
default assumptions and would not
underestimate the dietary risk to all
populations. For the purpose of the
screening level dietary risk assessment
to support this request for an exemption
from the requirement of a tolerance for
ADAA, a value of 100 ppb based on
screening level modeling was used for
the chronic dietary risk assessment. The
value of 100 ppb is considered to be a
high end, conservative assumption that
is not likely to underestimate drinking
water risks.

Taking into consideration the
available information, EPA concludes
the additional 10X FQPA safety factor
can be reduced to 1X.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. The Agency notes the
surfactants are surface-active materials
that can damage the structural integrity
of cellular membranes at high dose
levels. Moderate acute toxicity is
associated with C;»-ADAA. However,
these effects are considered local
irritations rather than systemic toxicity.
Therefore this endpoint is not
appropriate for risk assessment. In
addition, no endpoint of concern
attributed to a single dose was identified
in the database.

2. Chronic risk. A chronic aggregate
risk assessment takes into account
exposure estimates from chronic dietary
consumption of food and drinking
water. Using the exposure assumptions
discussed in this unit for chronic
exposure and the use limitation of not
more than 20% by weight in pesticide
formulations, the chronic dietary
exposure from food and water to ADAA
is 19.5% of the cPAD for the U.S.
population and 62.9% of the cPAD for
children 1-2 years old, the most highly
exposed population subgroup.

3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level).

ADAA are used as inert ingredients in
pesticide products that are currently
registered for uses that could result in
short-term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
ADAA. Using the exposure assumptions
described in this unit, EPA has

concluded that the combined short-term
aggregated food, water, and residential
exposures result in aggregate MOEs of
110 for adult males and adult females.
Adult residential exposure combines
high end dermal and inhalation handler
exposure from indoor hard surface
wiping with a high end post application
dermal exposure from contact with
treated lawns. EPA has concluded the
combined short-term aggregated food,
water, and residential exposures result
in an aggregate MOE of 130 for children.
Children’s residential exposure includes
total exposures associated with contact
with treated lawns (dermal and hand-to-
mouth exposures). As the level of
concern is for MOEs that are lower than
100, these MOEs are not of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

ADAA are currently registered for
uses that could result in intermediate-
term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
intermediate-term residential exposures
to ADAA. Using the exposure
assumptions described in this unit, EPA
has concluded that the combined
intermediate-term aggregated food,
water, and residential exposures result
in aggregate MOEs of 450 for adult
males and adult females. Adult
residential exposure includes high end
post application dermal exposure from
contact with treated lawns. EPA has
concluded the combined intermediate-
term aggregated food, water, and
residential exposures result in an
aggregate MOE of 150 for children.
Children’s residential exposure includes
total exposures associated with contact
with treated lawns (dermal and hand-to-
mouth exposures). As the level of
concern is for MOEs that are lower than
100, this MOE is not of concern.

5. Aggregate cancer risk for U.S.
population. The Agency has not
identified any concerns for
carcinogenicity relating to ADAA.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to residues of
ADAA when used as inert ingredients in
pesticide formulations for pre-harvest
uses and on animals at a maximum of
20% by weight in pesticide
formulations.
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VIII. Other Considerations

A. Endocrine Disruptors

EPA is required under the Federal
Food, Drug and Cosmetic Act (FFDCA),
as amended by FQPA, to develop a
screening program to determine whether
certain substances (including all
pesticide active and other ingredients)
“may have an effect in humans that is
similar to an effect produced by a
naturally occurring estrogen, or other
such endocrine effects as the
Administrator may designate.”
Following recommendations of its
Endocrine Disruptor and Testing
Advisory Committee (EDSTAC), EPA
determined that there was a scientific
basis for including, as part of the
program, the androgen and thyroid
hormone systems, in addition to the
estrogen hormone system. EPA also
adopted EDSTAC’s recommendation
that the Program include evaluations of
potential effects in wildlife. For
pesticide chemicals, EPA will use
FIFRA and, to the extent that effects in
wildlife may help determine whether a
substance may have an effect in
humans, FFDCA authority to require the
wildlife evaluations. As the science
develops and resources allow, screening
of additional hormone systems may be
added to the Endocrine Disruptor
Screening Program (EDSP).

When additional appropriate
screening and/or testing protocols being
considered under the Agency’s EDSP
have been developed, ADAA may be
subjected to further screening and/or
testing to better characterize effects
related to endocrine disruption.

B. Analytical Method

An analytical method is not required
for enforcement purposes since the
Agency is establishing an exemption
from the requirement of a tolerance
without any numerical limitation.

C. International Tolerances

The Agency is not aware of any
country requiring a tolerance for ADAA
nor have any CODEX Maximum Residue
Levels (MRLs) been established for any
food crops at this time.

IX. Conclusions

Based on the information in this
preamble, EPA concludes that there is a
reasonable certainty of no harm from
aggregate exposure to residues of
ADAA. Accordingly, EPA finds that
exempting ADAA (at a maximum of

20% by weight in formulation) from the
requirement of a tolerance will be safe.

X. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,

entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

XI. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 1, 2010.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.
m Therefore, 40 CFR chapter Iis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In §180.920, in the table add
alphabetically the following inert
ingredient to read as follows:

§180.920 Inert ingredients used pre-
harvest; exemptions from the requirement
of a tolerance.

* * * * *
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Inert ingredients Limits Uses
Alkyl (C12-Ci¢) dimethyl ammonio acetate (CAS Reg. Nos. 683—-10— | 20% by weight in pesticide formula- | Surfactant
3, 2601-33—4 and 693-33—4 tion
m 3.In §180.930, in the table add §180.930 Inert ingredients applied to
alphabetically the following inert animals; exemptions from the requirement
. di . of a tolerance.
ingredient to read as follows:
* * * * *
Inert ingredients Limits Uses
Alkyl (C12-Cy6) dimethyl ammonio acetate (CAS Reg. Nos. 683-10— | 20% by weight in pesticide formula- | Surfactant
3, 2601-33—-4 and 693-33-4 tion

[FR Doc. 2010-8298 Filed 4—13—10; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0695; FRL-8808-7]
Kasugamycin; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
kasugamycin, 3-O-[2-amino-4-
[(carboxyiminomethyl)amino]-2,3,4,6-
tetradeoxy-o-D-arabino-hexopyranosyl]-
D-chiro-inositol in or on apples. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
authorizing use of the agricultural
bactericide on apples. This regulation
establishes a maximum permissible
level for residues of kasugamycin in this
food commodity. The time-limited
tolerance expires and is revoked on
December 31, 2012.

DATES: This regulation is effective April
14, 2010. Objections and requests for
hearings must be received on or before
June 14, 2010, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION.

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2008-0695. All documents in the
docket are listed in the docket index
available in http://www.regulations.gov.

Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Andrew Ertman, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9367; e-mail address:
ertman.andrew@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does This Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Electronic Access to
Other Related Information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the Government Printing
Office’s e-CFR site at http://
www.gpoaccess.gov/ecfr. To access the
OPPTS harmonized test guidelines
referenced in this document
electronically, please go to http://
www.epa.gov/oppts and select “Test
Methods and Guidelines.”

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of the Federal
Food, Drug, and Cosmetic Act (FFDCA),
21 U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. The EPA procedural
regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
You must file your objection or request
a hearing on this regulation in
accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2008-0695 in the subject line on
the first page of your submission. All
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requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before June 14, 2010.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit your
copies, identified by docket ID number
EPA-HQ-OPP-2008-0695, by one of
the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Background and Statutory Findings

EPA, on its own initiative, in
accordance with sections 408(e) and
408(1)(6) of FFDCA, 21 U.S.C. 346a(e)
and 346a(1)(6), is establishing a time-
limited tolerance for residues of the
agricultural bactericide kasugamycin,3-
O-[2-amino-4-
[(carboxyiminomethyl)amino]-2,3,4,6-
tetradeoxy-o-D-arabino-hexopyranosyl]-
D-chiro-inositol in or on apples at 0.05
parts per million (ppm). This time-
limited tolerance expires and is revoked
on December 31, 2012. EPA will publish
a document in the Federal Register to
remove the revoked tolerances from the
CFR.

Section 408(1)(6) of FFDCA requires
EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment. EPA does not intend for its
actions on FIFRA section 18 related
time-limited tolerances to set binding
precedents for the application of section

408 of FFDCA and the new safety
standard to other tolerances and
exemptions. Section 408(e) of FFDCA
allows EPA to establish a tolerance or an
exemption from the requirement of a
tolerance on its own initiative, i.e.,
without having received any petition
from an outside party.

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “emergency conditions
exist which require such exemption.”
EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

III. Emergency Exemption for
Kasugamycin on Apples and FFDCA
Tolerances

The State of Michigan requested the
use of kasugamycin on apples to control
severe infestations of the bacteria
responsible for the disease fire blight.
After having reviewed the submission,
EPA determined that emergency
conditions exist for this State, and that
the criteria for an emergency exemption
are met. EPA has authorized under
FIFRA section 18 the use of
kasugamycin on apples for control of
fire blight in Michigan.

As part of its evaluation of the
emergency exemption application, EPA
assessed the potential risks presented by
residues of kasugamycin in or on
apples. In doing so, EPA considered the
safety standard in section 408(b)(2) of
FFDCA, and EPA decided that the
necessary tolerance under section
408(1)(6) of FFDCA would be consistent
with the safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency

exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing this tolerance without
notice and opportunity for public
comment as provided in section
408(1)(6) of FFDCA. Although these
time-limited tolerances expire and are
revoked on December 31, 2012, under
section 408(1)(5) of FFDCA, residues of
the pesticide not in excess of the
amounts specified in the tolerance
remaining in or on apples after that date
will not be unlawful, provided the
pesticide was applied in a manner that
was lawful under FIFRA, and the
residues do not exceed a level that was
authorized by these time-limited
tolerances at the time of that
application. EPA will take action to
revoke these time-limited tolerances
earlier if any experience with, scientific
data on, or other relevant information
on this pesticide indicate that the
residues are not safe.

Because these time-limited tolerances
are being approved under emergency
conditions, EPA has not made any
decisions about whether kasugamycin
meets FIFRA’s registration requirements
for use on apples or whether permanent
tolerances for this use would be
appropriate. Under these circumstances,
EPA does not believe that this time-
limited tolerance decision serves as a
basis for registration of kasugamycin by
a State for special local needs under
FIFRA section 24(c). Nor does this
tolerance serve as the basis for persons
in any State other than Michigan to use
this pesticide on these crops under
FIFRA section 18 absent the issuance of
an emergency exemption applicable
within that State. For additional
information regarding the emergency
exemption for kasugamycin, contact the
Agency’s Registration Division at the
address provided under FOR FURTHER
INFORMATION CONTACT.

IV. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
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give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

Consistent with the factors specified
in FFDCA section 408(b)(2)(D), EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure expected as a result
of this emergency exemption request
and the time-limited tolerances for
residues of kasugamycin, 3-O-[2-amino-
4-[(carboxyiminomethyl)amino]-2,3,4,6-
tetradeoxy-o-D-arabino-hexopyranosyl]-
D-chiro-inositol on apples at 0.05 ppm.
EPA’s assessment of exposures and risks
associated with establishing time-
limited tolerances follows.

A. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable
risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a benchmark dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the level of concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,

the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for kasugamycin used for
human risk assessment can be found at
http://www.regulations.gov in document
“Kasugamycin. Human Health Risk
Assessment for the Proposed Food/Feed
Use of the Fungicide (Associated with
Section 18 Registration) on Apples in
Michigan,” page 8 in docket ID number
EPA-HQ-OPP-2008-0695. On page 9 of
that assessment there is also a
qualitative evaluation of the risks for
development of resistant pathogenic
bacteria, in consideration of factors
recommended by public health experts
to sustain the effectiveness of antibiotic
materials. Field use of this chemical
under the section 18 involved measures
and requirements to limit, manage, and
monitor for resistant bacteria. The terms
of use are included in this docket.

B. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to kasugamycin, EPA
considered exposure under the time-
limited tolerances established by this
action as well as all existing
kasugamycin tolerances in (40 CFR
180.614). EPA assessed dietary
exposures from kasugamycin in food as
follows:

i. Acute exposure. No such effects
were identified in the toxicological
studies for kasugamycin; therefore, a
quantitative acute dietary exposure
assessment is unnecessary.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
assumed 100 percent crop treated (PCT)
and default processing factors were
used. The chronic dietary assessment is
highly conservative, and therefore
provides an upper-bound estimate of
dietary exposure and risk.

iii. Cancer. Kasugamycin has been
classified by the Agency as not likely to
be carcinogenic to humans and
therefore, a cancer exposure assessment
was not conducted.

iv. Anticipated residue and PCT
information. EPA did not use
anticipated residue and/or PCT
information in the dietary assessment
for kasugamycin. Tolerance level

residues and/or 100 PCT were assumed
for all food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for kasugamycin in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
kasugamycin. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
kasugamycin for chronic exposures for
non-cancer assessments are estimated to
be 0.0214 ppb for surface water and
0.278 ppb for ground water.

MocFe}{ed estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
chronic dietary risk assessment, the
water concentration of value 0.278 ppb
was used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Kasugamycin is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found kasugamycin to
share a common mechanism of toxicity
with any other substances, and
kasugamycin does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that kasugamycin does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s Office of Pesticide
Programs concerning common
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mechanism determinations and
procedures for cumulating effects from
substances found to have a common
mechanism on EPA’s website at http://
www.epa.gov/pesticides/cumulative.

C. Safety Factor for Infants and Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA SF. In applying this provision,
EPA either retains the default value of
10X, or uses a different additional SF
when reliable data available to EPA
support the choice of a different factor.

2. Prenatal and postnatal sensitivity.
No increased quantitative or qualitative
susceptibility was observed in the
developmental rat or rabbit studies or in
the 2—generation reproduction study. No
offspring toxicity was observed at any of
the doses tested in these three studies.
Reproductive toxicity was noted in the
F1 generation of the 2—generation
reproduction study. However, because
parental toxicity (decreased body
weights and body weight gains)
occurred at a lower dose than that
which resulted in effects on
reproduction, there is no increased
quantitative or qualitative susceptibility
of the offspring.

3. Conclusion. There was no evidence
of neurotoxicity in any of the studies
available in the toxicology database,
including the subchronic feeding
studies, the chronic feeding studies, the
developmental toxicity studies, and the
2—generation reproduction study.
Therefore, acute and subchronic
neurotoxicity studies are not required. A
developmental neurotoxicity study is
not required because:

EPA has determined that reliable data
show that the safety of infants and
children would be adequately protected
if the FQPA SF were reduced to 1X.
That decision is based on the following
findings:

i. The toxicity database for
kasugamyecin is considered adequate to
characterize potential toxic effects on
infants and children.

ii. There is no indication that
kasugamycin is a neurotoxic chemical
and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. There is no evidence that
kasugamycin results in increased
susceptibility in in utero rats or rabbits
in the prenatal developmental studies or
in young rats in the 2—generation
reproduction study.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to kasugamycin
in drinking water. These assessments
will not underestimate the exposure and
risks posed by kasugamycin.

D. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. An acute aggregate risk
assessment takes into account exposure
estimates from acute dietary
consumption of food and drinking
water. No adverse effect resulting from
a single-oral exposure was identified,
therefore, no acute dietary endpoint was
selected. Therefore, kasugamycin is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to kasugamycin
from food and water will utilize 20% of
the cPAD for all infants less than 1 year
old, the population group receiving the
greatest exposure. There are no
residential uses for kasugamycin.

3. Short-and intermediate term risk.
Short- and intermediate-term aggregate
exposure take into account short- and
intermediate-term residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Kasugamycin is not registered for any
use patterns that would result in
residential exposure. Therefore, the
short- and intermediate-term aggregate
risk is the sum of the risk from exposure

to kasugamycin through food and water
and will not be greater than the chronic
aggregate risk.

4. Aggregate cancer risk for U.S.
population. Kasugamycin is classified as
a not likely to be carcinogenic to
humans, and therefore, EPA does not
expect kasugamycin to pose a cancer
risk.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children,
from aggregate exposure to kasugamycin
residues.

V. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
is available to enforce the tolerance
expression. The method may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone
number: (410) 305—2905; e-mail address:
residuemethods@epa.gov.

B. International Residue Limits

There are no established Canadian,
Mexican, or Codex Maximum Residue
Limits (MRLs) for kasugamycin residues
in apple commodities.

VI. Conclusion

Therefore, a time-limited tolerance is
established for residues of kasugamycin,
3-0-[2-amino-4-
[(carboxyiminomethyl)amino]-2,3,4,6-
tetradeoxy-o-D-arabino-hexopyranosyl]-
D-chiro-inositol in or on apples at 0.05
ppm. This tolerance expires and is
revoked on December 31, 2012.

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under sections 408(e) and 408(1)(6) of
FFDCA. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
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seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established in accordance with
sections 408(e) and 408(1)(6) of FFDCA,
such as the tolerance in this final rule,
do not require the issuance of a
proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

VIII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not

a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 1, 2010.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.
m Therefore, 40 CFR chapterIis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.614 is amended by
revising paragraph (b) to read as follows:

§180.614 Kasugamycin; tolerances for
residues.
* * * * *

(b) Section 18 emergency exemptions.
Time-limited tolerances specified in the
following table are established for
residues of kasugamycin, 3-O-[2-amino-
4-[(carboxyiminomethyl)aminol-2,3,4,6-
tetradeoxy-o.-D-arabino-hexopyranosyl]-
D-chiro-inositol in or on the specified
agricultural commodities, resulting from
use of the pesticide pursuant to FFIFRA
section 18 emergency exemptions. The
tolerances expire and are revoked on the
date specified in the table.

: Expiration/
Commodity Pans“gﬁr mil- revocation
date
Apple 0.05 12/31/12
* * * * *

[FR Doc. 2010-8133 Filed 4-13-10; 8:45 am]|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0134; FRL-8818-9]
Thifensulfuron methyl; Pesticide
Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for residues of thifensulfuron
methyl in or on safflower, seed.
Interregional Research Project Number 4

(IR-4) requested this tolerance under the
Federal Food, Drug, and Cosmetic Act
(FFDCA).

DATES: This regulation is effective April
14, 2010. Objections and requests for
hearings must be received on or before
June 14, 2010, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0134. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Barbara Madden, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 305—6463; e-mail address:
madden.barbara@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

¢ Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be



Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

19273

affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Electronic Access to
Other Related Information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
site at http://www.gpoaccess.gov/ecfr.
To access the OPPTS harmonized test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/oppts and select “Test
Methods and Guidelines.”

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0134 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before June 14, 2010. Addresses for mail
and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0134, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petition for Tolerance

In the Federal Register of April 8,
2009 (74 FR 15971) (FRL- 8407-4), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 9F7523) by IR-4,
500 College Rd. East, Suite 201 W,
Princeton, NJ 08540. The petition
requested that 40 CFR 180.439 be
amended by establishing a tolerance for
residues of the herbicide thifensulfuron
methyl, (methyl-3-[[[[(4-methoxy-6-
methyl-1,3,5-triazin-2-yl) amino]
carbonyl] amino] sulfonyl]-2-
thiophenecarboxylate), in or on
safflower, seed at 0.05 parts per million
(ppm). That notice referenced a
summary of the petition prepared on
behalf of IR-4 by E.I. DuPont de
Nemours, the registrant, which is
available to the public in the docket,
http://www.regulations.gov There were
no comments received in response to
the notice of filing.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in

section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerance for residues of thifensulfuron
methyl on safflower seed at 0.05ppm.
EPA’s assessment of exposures and risks
associated with thifensulfuron methyl
follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Thifensulfuron methyl has mild to
low acute toxicity when administered
via the oral, inhalation and dermal
routes of exposure. It has moderate to
low toxicity with respect to eye and skin
irritation and is not a dermal sensitizer.
Most findings in the submitted studies
related to decreases in body weights,
body weight gains, or organ weights (a
reflection of the lower body weights
compared with control weights). There
were increased liver weights in male
dogs and increased thyroid/parathyroid
weights in female dogs. There were no
gross or histopathological changes
reported in any of the studies.

In the rat developmental study, there
were no maternal effects at the highest
dose tested (HDT). The rabbit
developmental study showed a decrease
in maternal body weights at the HDT.
There were no developmental effects at
the HDT. In the 2-generation rat
reproduction study there were no
parental, reproductive or offspring
effects. There was an increase in
quantitative susceptibility in the rat
developmental study, based on
decreased mean fetal body weights, and
an increase in the incidence of small
renal papillae (only at the highest dose
level).

Thifensulfuron methyl is classified as
“not likely to be carcinogenic to
humans,” based on acceptable chronic/
carcinogenicity studies in rats and mice
at doses that are considered to be
adequate, and not excessive for the
determination of carcinogenic potential.
The available mutagenicity studies in
vivo and in vitro show that
thifensulfuron methyl is neither
mutagenic nor clastogenic.

Neurotoxicity was not observed in the
submitted guideline studies. There were
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no acute or subchronic neurotoxicity
studies available for review. There were
also no immunotoxicity studies
submitted for review. Immunotoxicity
was observed as a decrease in spleen
weight in the subchronic rat study.
However, this effect was only noted in
males, and only at the mid-level dose of
177 mg/kg. The lack of response at the
high-level dose, the occurrence in a
single sex, the availability of a clear
NOAEL, and the absence of
immunotoxic effects in the remainder of
the database reduce EPA’s concern for
immunotoxicity.

Specific information on the studies
received and the nature of the adverse
effects caused by thifensulfuron methyl
as well as the no-observed-adverse-
effect-level (NOAEL) and the lowest-
observed-adverse-effect-level (LOAEL)
from the toxicity studies can be found
at http://www.regulations.gov in
document “Thifensulfuron Methyl.

Human Health Risk Assessment for the
Proposed Food/Feed Use of the
Herbicide (Associated with Regional
Section 3 Registration) on Safflower,”
pp- 9-10 in docket ID number EPA-HQ-
OPP-2009-0134.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest

dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level — generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD) — and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for thifensulfuron methyl
used for human risk assessment is
shown in the table of this unit.

TABLE —SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR THIFENSULFURON METHYL FOR USE IN HUMAN RISK

ASSESSMENT

Exposure/Scenario

Point of Departure and Uncertainty/
Safety Factors

sessment

RfD, PAD, LOC for Risk As-

Study and Toxicological Effects

Acute dietary NOAEL =

(Females 13 - 50 years of

159 milligrams/kilograms/
day (mg/kg/day)

age) UF4 = 10x
UFH = 10x
FQPA SF = 1x

Acute RfD = 1.59 mg/kg/day
aPAD = 1.59 mg/kg/day

Developmental Oral Toxicity-Rat.

LOAEL = 725 mg/kg/day based on de-
creased mean body weight and in-
creased incidence of small renal
papillae

Acute dietary
(General population including
infants and children)

Not applicable.

There were no single dose effects ap-
propriate for acute exposure as-
sessment for the general popu-
lation.

Chronic dietary

(All populations) UF4 =10x
UFH = 10x
FQPA SF 1x

NOAEL= 4.3 mg/kg/day

day

Chronic RfD = 0.043 mg/kg/

cPAD = 0.043mg/kg/day

Carcinogenicity oral toxicity in mice.

LOAEL = 128 mg/kg/day based on de-
creased body weight and body
weight gain.

Cancer (Oral)

Not likely to be a human carcinogen, based on the lack of evidence of carcinogenicity in rats and mice.

UFA = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members of the human population
(intraspecies). UF. = use of a LOAEL to extrapolate a NOAEL. UFs = use of a short-term study for long-term risk assessment. UFpg = to ac-
count for the absence of data or other data deficiency. FQPA SF = Food Quality Protection Act Safety Factor. PAD = population adjusted dose
(a = acute, ¢ = chronic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to thifensulfuron methyl, EPA
considered exposure under the
petitioned-for tolerance as well as all
existing thifensulfuron methyl
tolerances in 40 CFR 180.439. EPA
assessed dietary exposures from
thifensulfuron methyl in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern

occurring as a result of a 1-day or single
exposure. No such effect was identified
for thifensulfuron methyl for the general
population. However, EPA identified
potential acute effects (decreased mean
body weight, and increased incidence of
small renal papillae) from pre-natal
exposure and thus is assessing exposure
and risk for the population subgroup,
females 13 — 49 years old.

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels

in food, EPA used tolerance-level
residues, DEEM default processing
factors for all processed commodities
and assumed 100 percent crop treated
(PCT) for all commodities covered by
existing or proposed tolerances.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
CSFII. As to residue levels in food, EPA
used tolerance-level residues, DEEM
default processing factors for all
processed commodities and assumed
100 PCT for all commodities covered by
existing or proposed tolerances.
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iii. Cancer. Based on the data
summarized in Unit II.A., EPA has
classified thifensulfuron methyl as “not
likely to be carcinogenic to humans”.
Therefore, a quantitative exposure
assessment to evaluate cancer risk is
unnecessary.

iv. Anticipated residue and PCT
information. EPA did not use
anticipated residue or PCT information
in the dietary assessment for
thifensulfuron methyl. Tolerance level
residues and 100 PCT were assumed for
all food commodities.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for thifensulfuron methyl in drinking
water. These simulation models take
into account data on the physical,
chemical, and fate/transport
characteristics of thifensulfuron methyl.
Further information regarding EPA
drinking water models used in pesticide
exposure assessment can be found at
http://www.epa.gov/oppefed1/models/
water/index.htm.

Based on the First Index Reservoir
Screening Tool (FIRST) and Screening
Concentration in Ground Water (SCI-
GROW) models, the estimated drinking
water concentrations (EDWCs) of
thifensulfuron methyl for acute
exposures are estimated to be 4.429
parts per billion (ppb) for surface water
and 0.0972 ppb for ground water and for
chronic exposures for non-cancer
assessments are estimated to be 1.5 ppb
for surface water and .0972 ppb for
ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For
acute dietary risk assessment, the water
concentration value of 4.429 ppb was
used to assess the contribution to
drinking water. For chronic dietary risk
assessment, the water concentration of
value 1.5 ppb was used to assess the
contribution to drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Thifensulfuron methyl is not registered
for any specific use patterns that would
result in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular

pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found thifensulfuron
methyl to share a common mechanism
of toxicity with any other substances,
and thifensulfuron methyl does not
appear to produce a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has assumed that
thifensulfuron methyl does not have a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The prenatal and postnatal toxicology
database for thifensulfuron methyl
includes rat and rabbit prenatal
developmental toxicity studies and a 2—
generation reproduction toxicity study
in rats. There was evidence of increased
quantitative susceptibility in the rat
developmental toxicity study. At the
HDT, decreased mean fetal weights, and
an increase in incidence of small renal
papillae were observed in the absence of
maternal toxicity. There was no
indication of pre- or post-natal
susceptibility in the rabbit
developmental or rat reproduction
studies.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
thifensulfuron methyl is complete
except for immunotoxicity, acute
neurotoxicity and subchronic
neurotoxicity testing. Recent changes to

40 CFR part 158 make acute and
subchronic neurotoxicity testing
(OPPTS Guideline 870.6200) and
immunotoxicity testing (OPPTS
Guideline 870.7800) required for
pesticide registration; however, the
existing data are sufficient for endpoint
selection for exposure/risk assessment
scenarios, and for evaluation of the
requirements under the FQPA.

Neurotoxicity was not observed in
any of the studies up to the HDT, nor
is there any expectation of neurotoxicity
based on the mechanism of action.
Furthermore, the toxicity database for
thifensulfuron methyl does not indicate
that the immune system is the primary
target organ. Immunotoxicity was
observed as a decrease in spleen weight
in the subchronic rat study. However,
this effect was only noted in males, and
only at the mid-level dose of 177 mg/kg.
The lack of response in the high-level
dose, the occurrence in a single sex, the
availability of a clear NOAEL, and the
absence of immunotoxic effects in the
remainder of the database reduces EPA’s
concern for immunotoxicity. The overall
weight of evidence suggests that
thifensulfuron methyl does not directly
target the immune system, and this
finding (decrease in spleen weight) may
be due to secondary effects of a primary
toxicity. Therefore, the Agency does not
believe that conducting the acute and
subchronic neurotoxicity, and the
immunotoxicity studies will result in a
lower point of departure than the
currently selected endpoints for overall
risk assessment, and therefore, a
database uncertainty factor is not
needed to account for the lack of these
studies.

ii. There is no indication that
thifensulfuron methyl is a neurotoxic
chemical and there is no need for a
developmental neurotoxicity study or
additional UFs to account for
neurotoxicity.

iii. There is evidence that
thifensulfuron methyl results in
increased susceptibility in in utero rats
in the prenatal developmental studies
and in young rats in the 2—generation
reproduction study; therefore, a degree
of concern analysis was performed to
determine the level of concern for the
effects observed when considered in the
context of all available toxicity data and
to identify any residual concerns after
establishing toxicity endpoints and
traditional UF’s to be used in the
thifensulfuron methyl risk assessment.
In considering the overall toxicity
profile and the endpoints and doses
selected for the thifensulfuron methyl
risk assessment, EPA characterized the
degree of concern for the susceptibility
observed in the rat developmental and
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2-generation reproductive studies as low
and determined that there are no
residual uncertainties for prenatal and/
or postnatal toxicity because:

a. The only missing toxicity data for
thifensulfuron methyl are the newly
required neurotoxicity and
immunotoxicity studies; however, no
additional UF is needed in the absence
of these studies because there is no
evidence to indicate that thifensulfuron
methyl targets the nervous system or the
immune system. Further, EPA has
concluded a developmental
neurotoxicity study is not required.

b. There are clear NOAELs and
LOAELSs for the developmental and
offspring effects noted in the rat
developmental toxicity and in the 2—
generation reproduction toxicity studies
and the doses and endpoints have been
selected from these studies for risk
assessment for the relevant exposed
populations, ie., pregnant females and
children.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed based on conservative
assumptions, including 100 PCT and
tolerance-level residues. EPA made
conservative (protective) assumptions in
the ground and surface water modeling
used to assess exposure to
thifensulfuron methyl in drinking water.
These assessments will not
underestimate the exposure and risks
posed by thifensulfuron methyl.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
thifensulfuron methyl will occupy less
than 1% of the aPAD for females (ages
13 — 49), the population subgroup
receiving the greatest exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to thifensulfuron
methyl from food and water will utilize
1% of the cPAD for children (ages 3 —

5), the population subgroup receiving
the greatest exposure. There are no
residential uses for thifensulfuron
methyl.

3. Short and intermediate-term risk.
Short and intermediate-term aggregate
exposure takes into account residential
exposure plus chronic exposure to food
and water (considered to be a
background exposure level).

A short and intermediate-term
adverse effect was identified; however,
thifensulfuron methyl is not registered
for any use patterns that would result in
short or intermediate-term residential
exposure. Short and intermediate-term
risk is assessed based on short and
intermediate-term residential exposure
plus chronic dietary exposure. Because
there is no short or intermediate-term
residential exposure and chronic dietary
exposure has already been assessed
under the appropriately protective
cPAD (which is at least as protective as
the point of departure used to assess
short and intermediate-term risk), no
further assessment of short or
intermediate-term risk is necessary, and
EPA relies on the chronic dietary risk
assessment for evaluating short and
intermediate-term risk for
thifensulfuron methyl.

4. Aggregate cancer risk for U.S.
population. Based on the lack of
evidence of carcinogenicity in two
adequate rodent carcinogenicity studies,
thifensulfuron methyl is not expected to
pose a cancer risk to humans.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to
thifensulfuron methyl residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

The following adequate enforcement
methodology is available to enforce the
tolerance expression: Two High
Pressure Liquid Chromatography
(HPLC) photo-conductivity detection
methods. The methods may be
requested from: Chief, Analytical
Chemistry Branch, Environmental
Science Center, 701 Mapes Rd., Ft.
Meade, MD 20755-5350; telephone

number: (410) 305—-2905; e-mail address:

residuemethods@epa.gov.

B. International Residue Limits

There are no CODEX, Canadian or
Mexican maximum residue limits
(MRLs) established for residues of
thifensulfuron methyl on safflower.

C. Revisions to Petitioned-For
Tolerances

EPA revised the tolerance expression
in paragraph (a) to clarify:

1. That, as provided in FFDCA section
408(a)(3), the tolerance covers
metabolites and degradates of
thifensulfuron methyl not specifically
mentioned; and

2. That compliance with the specified
tolerance levels is to be determined by
measuring only the specific compounds
mentioned in the tolerance expression.

V. Conclusion

Therefore, a tolerance is established
for residues of thifensulfuron methyl
(methyl-3-[[[[(4-methoxy-6-methyl-1,3,5-
triazin-2-yl) amino] carbonyl] amino]
sulfonyl]-2-thiophenecarboxylate), in or
on safflower, seed at 0.05 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
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Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 1, 2010.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapterIis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2.In § 180.439, revise paragraph (a)
introductory text and paragraph (c) to
read as follows:

§ 180.439 Thifensulfuron methyl;
tolerances for residues.

(a) General. Tolerances are
established for residues of
thifensulfuron methyl, including its
metabolites and degradates, in or on the
commodities listed in the following
table [below]. Compliance with the
tolerance levels specified in the
following table [below] is to be
determined by measuring only
thifensulfuron methyl (methyl 3-[[[[(4-
methoxy-6-methyl-1,3,5-triazin-2-
yl)amino]carbonyl]lamino] sulfonyl]-2-
thiophenecarboxylate).

(c) Tolerances with regional
registrations. Tolerances are established
for residues of thifensulfuron methyl,
including its metabolites and
degradates, in or on the commodities
listed in the following table [below].
Compliance with the tolerance levels
specified in the following table [below]
is to be determined by measuring only
thifensulfuron methyl (methyl 3-[[[[(4-
methoxy-6-methyl-1,3,5-triazin-2-
yl)amino]carbonyl]lamino] sulfonyl]-2-
thiophenecarboxylate).

Commodity Parts per million

Safflower, seed ............... 0.05

* * * * *

[FR Doc. 2010-8135 Filed 4-13-10; 8:45 am]
BILLING CODE 6560-50-S

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 2, 90, and 95
[WP Docket No. 07-100, FCC 10-36]

PLMR Licensing; Frequency
Coordination and Eligibility Issues

AGENCY: Federal Communications
Commission.
ACTION: Final rule.

SUMMARY: In this document, the Federal
Communications Commission
(Commission) considers rule changes to
certain of its rules that were addressed
in a previous decision in this
proceeding. In that decision, the
Commission proposed various changes
to its rules regarding PLMR licensing,
including frequency coordination and
eligibility issues. This proceeding is part
of our continuing effort to provide clear
and concise rules that facilitate new

wireless technologies, devices and
services, and are easy for the public to
understand.

DATES: Effective May 14, 2010.

FOR FURTHER INFORMATION CONTACT:
Rodney P. Conway, at
Rodney.Conway@FCC.gov, Wireless
Telecommunications Bureau, (202) 418—
2904, or TTY (202) 418-7233.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Second
Report and Order (“Second R&0”) in
WP Docket No. 07-100, FCC 10-36,
adopted on March 3, 2010, and released
March 10, 2010. In a Notice of Proposed
Rulemaking and Order (NPRM and
Order) published at 72 FR 32582, June
13, 2007, in this proceeding, the
Commission proposed various changes
to its rules regarding PLMR licensing,
including frequency coordination and
eligibility issues. The full text of this
document is available for inspection
and copying during normal business
hours in the FCC Reference Center, 445
12th Street, SW., Washington, DC
20554. The complete text may be
purchased from the Commission’s copy
contractor, Best Copy and Printing, Inc.,
445 12th Street, SW., Room CY-B402,
Washington, DC 20554. The full text
may also be downloaded at: http://
www.fcc.gov. Alternative formats are
available to persons with disabilities by
sending an e-mail to fcc504@fcc.gov or
by calling the Consumer &
Governmental Affairs Bureau at 202—
418-0530 (voice), 202—418-0432 (tty).

1. Part 90 contains the rules for both
the Private Land Mobile Radio (PLMR)
Services and certain Commercial Mobile
Radio Services (CMRS). PLMR licensees
generally do not provide for-profit
communications services. Some
examples of PLMR licensees are public
safety agencies, businesses that use
radio only for their internal operations,
utilities, transportation entities, and
medical service providers. CMRS
licensees, by comparison, do provide
for-profit communications services,
such as paging and Specialized Mobile
Radio services that offer customers
communications that are interconnected
to the public switched network.

2. Frequency Coordination and
Related Matters. Applications for new
and modified part 90 stations generally
require frequency coordination before
the application is submitted to the
Commission, but certain types of
applications are exempt from the
frequency coordination requirement
because they do not “have an impact on
near-term frequency selections.” The
NPRM sought comment on whether to
permit licensees to forgo frequency
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coordination for other types of
applications.

3. In the NPRM, the Commission
noted that certain PLMR licensees are
permitted to modify their licenses to
authorize CMRS operations (and
subsequently to modify such licenses to
revert to PLMR operations), and
proposed to exempt such modifications
from the frequency coordination
requirement because frequency
coordinators do not make
recommendations regarding changes
between private and commercial status.
With respect to PLMR-to-CMRS
conversions, we agree with Land Mobile
Communications Council (LMCC) and
Motorola that we should retain the
requirement for prior coordination.
Such conversions involve
interconnection with the public
switched telephone network, which
typically results in much higher levels
of airtime usage on a channel. Such
increased usage can affect other
licensees, and for this reason we
conclude that frequency coordinators
should evaluate the implications of any
proposed conversions to CMRS. We
agree with the commenters, however,
that frequency coordination should not
be required when a licensee reverts from
CMRS to PLMR operations, and amend
our rules accordingly.

4. The NPRM also sought comment on
whether to eliminate the frequency
coordination requirement for
applications where the only change is a
reduction in authorized bandwidth on
the licensed center frequencies. Half of
the commenters addressing this issue
argue that frequency coordination
should be required for any change in
technical parameters, including a
reduction in authorized bandwidth, to
protect nearby co-channel and adjacent
channel licensee operations from new
and potentially harmful interference.
The other commenters contend that
frequency coordination is not necessary
for modifications that propose only a
reduction in bandwidth on the
licensee’s currently authorized center
frequency, because such a reduction
cannot have an adverse impact on co-
channel or adjacent channel licensees.
They emphasize that such an exemption
from the frequency coordination
requirement should be limited to
applications proposing only to reduce
channel bandwidth while remaining on
the original center frequency, and not
seeking any other changes to the
existing license, such as converting from
analog to digital emission.

5. We agree that a simple reduction in
authorized bandwidth cannot adversely
impact co-channel or adjacent channel
licensees. We therefore find no need for

a coordinator to review the proposal in
advance. Removing the frequency
coordination requirement for
applications that modify existing
licenses by reducing authorized
bandwidth will not undermine the
purpose of the frequency coordination
process, i.e., to ensure the quality of
frequency selections, expedite licensing,
and improve spectrum efficiency to the
benefit of private land mobile users. It
therefore is in the public interest and is
consistent with the Commission’s goal
of reducing unnecessary regulatory
burdens on licensees. In addition, we
note that most PLMR licensees below
512 MHz will be required to migrate
from 25 kHz operation to 12.5 kHz or
narrower operation on their existing
frequencies, and we find that removing
the frequency coordination requirement
for such applications will further the
upcoming narrowbanding transition
without disturbing the integrity of the
frequency coordination process or the
Commission’s overall spectrum
management objectives. As a result, we
amend our rules to provide an
exemption from the frequency
coordination requirement for
modification applications that only
reduce authorized bandwidth while
remaining on the original center
frequencies, and do not seek any other
changes in technical parameters.

6. In addition, the NPRM invited
commenters to suggest other types of
applications for which frequency
coordination should no longer be
required. We agree with Sprint Nextel
that applications seeking to modify
licenses by lowering antenna height
and/or decreasing power should be
exempted from frequency coordination.
Not only would this have no adverse
impact on co-channel or adjacent
channel licensees, but, as Sprint Nextel
points out, frequency coordinators do
not recommend changes to applications
seeking such modifications, and the
technical information is readily
available in the Universal Licensing
System (ULS) database. Such
modifications are similar in their effect
on other licensees to applications to
eliminate frequencies or transmitter site
locations, for which frequency
coordination is no longer required. We
amend our rules accordingly.

7. Mobile Repeaters. The NPRM
proposed to delete § 90.247(b) of the
Commission’s rules, which states that
for Industrial/Business Pool frequencies
below 450 MHz, only low power
frequencies (where power is limited to
two watts) may be assigned for use by
mobile repeaters and associated hand-
held units, when separate frequencies
are assigned for that purpose. The

commenters generally support the
proposal. Only Forest Industries
Telecommunications (FIT) is concerned
that removal of the mobile repeater
power limits will lead to a “power war”
among licensees, resulting in harmful
interference to other licensees on those
channels. While we understand FIT’s
concern, we believe that the benefits of
greater flexibility from allowing mobile
repeaters on full-power channels
outweighs the speculative possibility of
harmful interference, particularly given
that mobile repeaters typically are
deployed for a limited period of time.
We note that mobile repeaters require
frequency coordination, and the
Commission’s rules require licensees to
work together to solve any interference
issues. Operators may also be subject to
enforcement action for causing
interference to other users. As a result,
we find that modification of our rules to
remove the channel restriction
concerning mobile repeaters below 450
MHz is appropriate. Similarly, we agree
with Motorola that we should eliminate
the related limitation in § 90.247(c) of
the Commission’s rules, which limits to
2.5 watts the output power of hand-held
transmitters that communicate by way
of a mobile repeater. Of course, such
transmitters and mobile repeaters will
be subject to other relevant part 90
power limitations, and may not exceed
the Commission’s radio frequency
exposure criteria. Should mobile
repeater operations under the rules as
amended result in interference to other
users, we may revisit this issue to
examine whether we should address the
situation by, for example, reinstituting
power limits or limiting the service area
radius for mobile repeaters.

8. Motorola also notes that § 90.247(f)
requires mobile repeaters to be
controlled using a “continuous coded
tone.” This term is an analog reference,
which Motorola recommends be
replaced with “continuous access
signal,” which will accommodate both
digital and analog control techniques.
We agree, and will amend § 90.247
accordingly

9. Expired Licenses. In general,
frequencies associated with expired
licenses become available for
reassignment once the license is deleted
from the Commission’s ULS database of
active licenses (i.e., the license’s status
in ULS is changed from Active to
Expired or Canceled). Ordinarily, there
is a delay between the date a license
expires and the date its status is
changed from Active to Expired in our
licensing records. During that period,
frequency coordinators may select a
frequency associated with the expired
license for recommendation to the
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Commission (coordinate the frequency),
but the Commission does not accept
applications for the frequency until the
frequency becomes available for
reassignment.

10. LMCC notified the Commission in
2004 that all part 90 frequency
coordinators agreed not to coordinate
frequencies associated with an expired
license until the frequencies become
available for reassignment, and
requested the Commission’s cooperation
in enforcing this policy. As a result, the
NPRM sought comment on whether the
rules should be amended to prohibit the
coordination of frequencies associated
with expired licenses until those
frequencies are deleted from the ULS
database. In response, LMCC reports
that the agreement has operated
properly since 2004. While some
commenters favor codifying the
agreement in the Commission’s rules,
we agree with LMCC that no rule
changes are required, and the
Commission need only enforce the
policy in the event that a third party
objects to a premature coordination.

11. Multiple Licensing. As explained
in the NPRM, most PLMR
communication systems employ mobile
relays (repeaters) with wide-area
coverage so that communication may be
maintained between mobile units that
otherwise would be out of range of one
another. It is common practice for an
entity that owns and operates a repeater
to share a base station with a number of
other users. Under this practice, each
user of the mobile relay station
(commonly called a “community
repeater”) applies for and obtains an
individual license for the station. Thus,
a single base station is licensed to
multiple users. The NPRM sought
comment on the continued usefulness of
multiple licensing, given that changes in
the Commission’s rules have created
new means for multiple entities to share
facilities or spectrum, or otherwise meet
their communications needs.

12. Most commenters argue that
multiple licensing continues to serve an
important purpose and should be
retained. We agree that multiple
licensing provides for a cost effective
licensing option to entities while also
facilitating efficient use of spectrum.
Therefore, we conclude that there are
public interest benefits in allowing
multiple licensing of the same facility,
and we will take no action to phase it
out at this time.

13. Industrial/Business Pool
Eligibility. Section 90.35 of the
Commission’s rules permits entities
engaged in, inter alia, “[t]he operation of
a commercial activity” to operate on
Industrial/Business Pool frequencies,

and by its language does not expressly
exclude State or local government
entities from eligibility. The NPRM
concluded that § 90.35 is flexible, and
that activities such as the operation of
a utility, golf course, etc., whether
conducted by a government entity or a
private entity, are “commercial
activities” within the meaning of the
rule. It sought comment on whether to
amend §90.35 to expressly provide that
governmental entities are eligible to use
Industrial/Business Pool frequencies for
commercial enterprises.

14. Every commenter addressing the
issue supports amending § 90.35 to
clarify that State and local government
entities are eligible for Industrial/
Business Pool frequencies when they
engage in commercial activities. Some
commenters, while supporting the rule
change, indicate that the Commission
should condition such authorizations to
prevent the use of Industrial/Business
Pool frequencies for mission-critical
public safety services. We agree that
State and local government entities
should be able to be licensed for
Industrial/Business Pool spectrum for
use in commercial activities but not for
public safety operations. We amend
§90.35(a) accordingly.

15. The NPRM also sought comment
on a request that the Commission’s rules
be amended to permit government
surveying operations to utilize
Industrial/Business Pool itinerant
frequencies. Commenters unanimously
support this request, stating that it
would enable government entities to
utilize modern surveying equipment,
which currently is manufactured to
operate only on Industrial/Business
Pool frequencies. We agree with the
commenters, and will amend the rules
to permit government surveying
operations to utilize the Industrial/
Business Pool itinerant frequencies.

16. Disturbance of AM Broadcast
Station Antenna Patterns. The NPRM
requested comment on whether to
modify part 90 to include provisions for
the correction of any disturbance of AM
broadcast stations’ antenna patterns by
new land mobile towers and antennas.
We agree with commenters’ consensus
that this issue would be more
appropriately considered in another
pending Commission proceeding, so we
will not amend part 90 at this time.

17. FB8T Station Class. In 2000, the
Commission established a new station
class code, FB8, to identify those
trunked radio systems’ base and mobile
relay channels that are not subject to a
monitoring requirement because the
applicant/licensee has obtained the
necessary consent from co-channel
licensees or has exclusive use of the

channel. All channels associated with a
centralized trunked system and any
channels in a hybrid system for which
the necessary consent has been obtained
or that are licensed on an exclusive
basis must have an FB8 code for the
base/mobile relay station.
Approximately thirty-five
authorizations were subsequently issued
with a station class of FB8T, allowing
temporary use of base and mobile relay
channels in systems that are not subject
to a monitoring requirement.
Authorizing temporary base stations
anywhere within a licensee’s authorized
operating area could, however, allow
the licensee to expand the contour of its
unmonitored operations into areas
where it does not have exclusivity,
which could result in interference to
other licensees. Consequently, we no
longer issue authorizations for systems
with a station class of FB8T.

18. In the NPRM, the Commission
proposed to renew existing FB8T
authorizations with a station class code
of FBT (temporary base) in order to
make it clear that these operations are
subject to the monitoring requirement,
and sought comment on whether any
corresponding amendment to part 90
was necessary. Commenters support the
proposal, but an applicant whose FB8T
application subsequently was granted as
FBT suggested that station class code
FB6T (the station class code used for
decentralized trunked temporary
stations) is more appropriate. We agree
that current FB8T stations should use a
more specific station class code than
FBT. As a result, we hereby clarify that
FBS8T stations will be renewed as FB2T
(private, internal systems) or FB6T (for-
profit private carriers), as appropriate.
No rule changes or other action are
necessary to implement this proposal at
this time.

19. Reorganization of Part 90. The
NPRM sought comment on whether it
would be appropriate to reorganize the
part 90 rules. It noted that many of the
services regulated under part 90 differ
significantly from the “traditional”
PLMR services on which the original
part 90 rules were premised in 1978,
and that the current rules cover PLMR
and CMRS services, site-based and
geographically licensed services, and
public safety and non-public safety
services, on frequencies ranging from
530 kHz to 4990 MHz. Nearly all of the
commenters addressing this issue
believe that changing the organizational
structure of the part 90 rules is
unnecessary and would likely result in
a more complex regulatory burden being
placed on Commission licensees
without any likely benefit to the
licensees or the Commission.



19280

Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

Accordingly, we decline to adopt any
structural changes to the part 90 rules.
20. Editorial Amendments. Finally,
we take this opportunity to make minor
editorial amendments to part 90.
Specifically, we amend § 90.35(b)(3) to
associate the correct limitations with
frequency 27.86 MHz and frequency
band 5850-5925 MHz. We also take this
opportunity to remove references in
§§90.35 and 90.267 to the freeze on
high power applications for 12.5 kHz
offset channels in the 460—470 MHz
band, which has expired. Additionally,
we amend the table in §90.103 to
correct references to certain limitations
that were renumbered in another
proceeding, and to delete a reference to
the International Fixed Public
Radiocommunications Service, which
was eliminated in another proceeding.
Further, we amend § 175(j)(5) to remove
references to frequencies that have been
redesignated from part 90 to part 95. We
also amend § 90.621(a) to restore
language that was inadvertently deleted
when the rule was amended in another
proceeding. Further, we utilize this
opportunity to amend §§ 90.353(f) and

90.357(a) to correct typographical errors.

21. Wireless Medical Telemetry
Issues. The Wireless Medical Telemetry
Service (WMTS) was established in
2000 to enhance the reliability of
medical telemetry equipment that is
vital to the effective care of patients
with acute and chronic health problems,
and to ensure that wireless medical
telemetry devices can operate free of
harmful interference. Fourteen
megahertz of spectrum, in three bands,
was allocated for WMTS operations.
The band 1427-1432 MHz is shared
between medical and non-medical
telemetry operations. Generally, WMTS
has primary status in the lower half of
the band (1427-1429.5 MHz), and non-
medical telemetry in the upper half of
the band (1429.5-1432 MHz). Non-
medical telemetry licensees may not
exceed a measured or predicted field
strength of 150 uV/m into the WMTS
portion of the band at the site of any
WMTS operation. WMTS operations are
licensed by rule, without separate
Commission authorization, but must be
registered with the American Society of
Health Care Engineering of the
American Hospital Association (ASHE),
the WMTS frequency coordinator, prior
to operation.

22. In addition, in order to avoid
interference between medical and non-
medical telemetry operations in the
1427-1432 MHz shared band, ASHE
and the part 90 frequency coordinators
are required to share with each other
information about newly deployed
WMTS equipment and part 90

frequency recommendations. At the
Commission’s request, ASHE and LMCC
formulated a mutually agreeable
coordination plan, which was filed with
the Commission on August 18, 2004.
The NPRM tentatively concluded that
implementation of the joint ASHE—
LMCC coordination agreement would be
in the public interest because it will
further the Commission’s continuing
efforts to ensure protection of WMTS
operations from harmful interference,
and sought comment on whether the
ASHE-LMCC coordination agreement
should be reflected in the rules.

23. The agreement sets forth different
coordination procedures, depending on
whether medical telemetry and non-
medical telemetry are co-channel or
adjacent channel, and whether each is
primary or secondary. The WMTS
service rules in part 95 do not explicitly
authorize WMTS systems to operate on
a secondary basis on those portions of
the 1427-1432 MHz shared band where
non-medical telemetry is primary. In
response to conflicting requests, the
NPRM sought comment on amending
the rules to clarify whether such
operations are permitted.

24. Commenters support the joint
ASHE-LMCC coordination agreement
and agree that it should be cross-
referenced or codified in the rules. We
conclude, however, that no rule change
is necessary or appropriate. The ASHE—
LMCC agreement is self-executing. As
the NPRM concluded, the agreement
does not conflict with the existing rules.
Codification or incorporation by
reference of the agreement would
prevent ASHE and LMCC from making
amendments to the agreement by
mutual consent. Moreover, our decision
not to amend the rules to reflect the
agreement is consistent with our current
treatment of other agreements between
or among other frequency coordinators,
which are not codified or incorporated
by reference in the rules.

25. Commenters are split on the issue
of whether WMTS operations should be
permitted to operate on a secondary
basis in the portions of the 1427-1432
MHz band where non-medical telemetry
has primary status. Some WMTS
operations in the portions of the 1427-
1432 MHz band where non-medical
telemetry has primary status already are
registered with ASHE. ASHE and one
equipment manufacturer argue that the
part 95 rules should be amended to
expressly permit such WMTS
operations. Philips states that many
secondary WMTS devices operate free
from unwanted interference because
they use smart radio technology with
cognitive functions, which can sense
and avoid other transmissions, and

change channels if necessary. ASHE
supports permitting secondary WMTS
operations, but suggests that WMTS
users be notified and cautioned that
such operations should not be relied
upon for functions that are critical to
patient safety, because secondary
operations would be subject to receiving
interference from part 90 operations. On
the other hand, LMCC and two
manufacturers request that WMTS not
be permitted to operate on a secondary
basis in the non-medical telemetry
portion of the band because patient
health and safety could be jeopardized.
LMCC states that nearly all WMTS
systems implemented at health-care
facilities are deployed and registered by
the equipment manufacturer and not by
facility telecommunications staff, so
health-care facility personnel do not
understand that they have only
secondary status on certain frequencies.

26. The Commission created the
WMTS in order to make available
spectrum where medical telemetry
services could operate on a primary
basis, free from harmful interference.
The authorization of secondary WMTS
operations would subject such
operations to the same interference
concerns that the WMTS allocation was
intended to address. We conclude,
based on the current record, that
permitting WMTS devices to operate on
a secondary basis is not in the public
interest, because of the risk of unwanted
interference that can jeopardize patient
safety. In addition, we note that while
the 1427-1432 MHz band is the most
commonly utilized WMTS band, it is
not the only WMTS band available.
WMTS devices are authorized to operate
on a primary basis on a total of fourteen
megahertz of spectrum, and the record
does not establish that secondary
spectrum is needed to meet WMTS
communication needs. Accordingly, we
amend § 95.1111 of the Commission’s
rules to clarify that the registration of
WMTS devices on those portions of the
1427-1432 MHz band where WMTS
operations do not hold primary status is
prohibited. WMTS devices already
registered to operate on secondary
frequencies will be grandfathered, and
may continue operating for the time
being. Nonetheless, we encourage users
of such equipment to investigate
whether those operations can or should
be migrated to primary WMTS
frequencies in order to maximize patient
safety.

27. We adopt ASHE’s suggested
editorial revisions to §§90.259(b)(4) (to
clarify one of the carve-out areas);
95.1101, 95.1103(c), 95.1111(a) (to
clarify the registration and notification
process), 95.1115(a) and (d) and 95.1121



Federal Register/Vol. 75, No. 71/Wednesday, April 14, 2010/Rules and Regulations

19281

(to clarify that WMTS operates beyond
the 1427-1429.5 MHz segment in the
carve-out areas). ASHE further requests
that the Commission amend both
§§95.1105 and 95.1115 of the
Commission’s rules to make it “even
more expressly understood” that
authorized health care providers are
licensed by rule to operate WMTS
equipment only when the registration
requirements in § 95.1111(a) have been
met. We do not find such clarification
necessary. Sections 95.1105 and 95.1111
clearly state that frequency coordination
is required prior to commencement of
WMTS operations. The Commission to
date has not received any complaints
from operators of WMTS devices about
the clarity and meaning of these rules,
and no incidents have been reported
where WMTS operations were
commenced prior to registration with
ASHE. Therefore, we believe that the
relevant language in the part 95 rules is
sufficient. Similarly, we also reject
Itron’s proposal that the rules should
specify that WMTS users must
coordinate operations prior to
construction, because we are not
persuaded that the current pre-
activation registration requirement is
inadequate. Moreover, we reject LMCC'’s
proposal that the rules be amended to
require ASHE to notify part 90
coordinators using the same electronic
batch filing format that the part 90
coordinators use to notify each other of
part 90 coordinations. We agree with
ASHE that such details should be
negotiated between the parties.

1. Procedural Matters

A. Ex Parte Rules—Permit-but-Disclose
Proceeding

28. This is a permit-but-disclose
notice and comment rulemaking
proceeding. Ex parte presentations are
permitted, except during the Sunshine
Agenda period, provided they are
disclosed as provided in the
Commission’s rules.

B. Paperwork Reduction Act

29. This document does not contain
proposed information collection(s)
subject to the Paperwork Reduction Act
of 1995 (PRA), Public Law 104-13. In
addition, therefore, it does not contain
any new or modified “information
collection burden for small business
concerns with fewer than 25
employees,” pursuant to the Small
Business Paperwork Relief Act of 2002,
Public Law 107-198, see 44 U.S.C.
3506(c)(4).

IL. Final Regulatory Flexibility Analysis

30. As required by the Regulatory
Flexibility Act (RFA), an Initial
Regulatory Flexibility Analysis (IRFA)
of the possible significant economic
impact on small entities by the policies
and rules proposed in the NPRM in this
proceeding was incorporated in the
NPRM. See 5 U.S.C. 603. Written public
comments were requested on the IRFA.
This present Final Regulatory Flexibility
Analysis (FRFA) conforms to the RFA.
See 5 U.S.C. 604. The Commission will
send a copy of the Second R&O,
including this FRFA, to the Chief
Counsel for Advocacy of the U.S. Small
Business Administration. In addition, a
copy of the Second R&O and FRFA (or
summaries thereof) will also be
published in the Federal Register.

Need for, and Objectives of, the
Proposed Rules

31. This proceeding is part of our
continuing effort to provide clear and
concise rules that facilitate new wireless
technologies, devices and services, and
are easy for licensees to comprehend
and understand. We believe it
appropriate to review all of our
regulations relating to administering
Private Land Mobile Radio (PLMR)
Services to determine which regulations
can be clarified, streamlined or
eliminated. In the NPRM, we sought
comment on miscellaneous rule
amendments that were intended to
clarify part 90 of the Commission’s
rules. In addition, the NPRM sought
comment on eliminating certain
regulatory requirements contained in
part 90 of the Commission’s rules. The
NPRM also sought comment regarding
changes to the rules governing the part
95 Wireless Medical Telemetry Service,
to clarify those rules and implement a
joint coordination agreement among the
relevant frequency coordinators. We
also solicited comment on other
potential part 90 rules changes,
including suggestions to revise or
eliminate provisions that are
duplicative, outmoded or otherwise
unnecessary

Legal Basis for Proposed Rules

32. Authority for issuance of this item
is contained in sections 4(i), 303(r), and
403 of the Communications Act of 1934,
as amended, 47 U.S.C. 154(i), 303(r),
and 403.

Summary of Significant Issues Raised by
Public Comments in Response to the
IRFA

33. No comments were submitted
specifically in response to the IRFA.
However, some commenters to the
NPRM contend that the Commission’s

suggestion that part 90 be reorganized
would result in a more complex
regulatory burden on Commission
licensees. We have considered the
potential economic impact on small
entities of these rules, and we have
considered alternatives that would
reduce the potential economic impact of
the rules enacted herein, regardless of
whether the potential economic impact
was discussed in any comments.

Description and Estimate of the Number
of Small Entities to Which the Final
Rules Will Apply

34. The RFA directs agencies to
provide a description of and, where
feasible, an estimate of the number of
small entities that may be affected by
the rules adopted. The RFA generally
defines the term “small entity” as having
the same meaning as the terms “small
business,” “small organization,” and
“small governmental jurisdiction.” See 5
U.S.C. 601(6). In addition, the term
“small business” has the same meaning
as the term “small business concern”
under the Small Business Act. See 5
U.S.C. 601(3). A small business concern
is one which: (1) Is independently
owned and operated; (2) is not
dominant in its field of operation; and
(3) satisfies any additional criteria
established by the Small Business
Administration (SBA). See Small
Business Act, 5 U.S.C. 632 (1996). A
small organization is generally “any not-
for-profit enterprise which is
independently owned and operated and
is not dominant in its field.” See 5
U.S.C. 601(4). Below, we further
describe and estimate the number of
small entity licensees and regulatees
that may be affected by the rules
changes proposed in the NPRM.

35. Private Land Mobile Radio
Licensees. Private land mobile radio
(PLMR) systems serve an essential role
in a vast range of industrial, business,
land transportation, and public safety
activities. These radios are used by
companies of all sizes operating in all
U.S. business categories. Because of the
vast array of PLMR users, the
Commission has not developed a small
business size standard specifically
applicable to PLMR users. The SBA
rules do, however, contain a size
standard for small radiotelephone
(wireless) companies which
encompasses, business entities engaged
in radiotelephone communications
employing no more that 1,500 persons.
See 13 CFR 121.201, NAICS code
517212. The SBA rules contain a
definition for cellular and other wireless
telecommunications companies which
encompass business entities engaged in
radiotelephone communications
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employing no more that 1,500 persons.
The Commission’s fiscal year 1994
annual report indicates that, at the end
of fiscal year 1994, there were 1,101,711
licensees operating 12,882,623
transmitters in the PLMR bands below
512 MHz. See Federal Communications
Commission, 60th Annual Report, Fiscal
Year 1994 at 120-121.

36. Frequency Coordinators. Neither
the Commission nor the SBA has
developed a small business size
standard specifically applicable to
spectrum frequency coordinators. The
SBA has developed a small business
size standard for wireless firms within
the two broad economic census
categories of “Paging” and “Cellular and
Other Wireless Telecommunications.”
See 13 CFR 121.201, NAICS code
517212. Under both categories, the SBA
deems a wireless business to be small if
it has 1,500 or fewer employees. For the
census category of Paging, Census
Bureau data for 2002 show that there
were 807 firms in this category that
operated for the entire year. See 13 CFR
121.201, NAICS code 517211. Of this
total, 804 firms had employment of 999
or fewer employees, and three firms had
employment of 1,000 employees or
more. Thus, under this category and
associated small business size standard,
the majority of firms can be considered
small. For the census category of
Cellular and Other Wireless
Telecommunications, Census Bureau
data for 2002 show that there were 1,397
firms in this category that operated for
the entire year. See 13 CFR 121.201,
NAICS code 517212. Of this total, 1,378
firms had employment of 999 or fewer
employees, and 19 firms had
employment of 1,000 employees or
more. Thus, under this second category
and size standard, the majority of firms
can, again, be considered small.

37. RF Equipment Manufacturers. The
Census Bureau defines this category as
follows: “This industry comprises
establishments primarily engaged in
manufacturing radio and television
broadcast and wireless communications
equipment. Examples of products made
by these establishments are:
transmitting and receiving antennas,
cable television equipment, GPS
equipment, pagers, cellular phones,
mobile communications equipment, and
radio and television studio and
broadcasting equipment.” See 13 CFR
121.201, NAICS code 334220. The SBA
has developed a small business size
standard for Radio and Television
Broadcasting and Wireless
Communications Equipment
Manufacturing, which is: all such firms
having 750 or fewer employees.
According to Census Bureau data for

2002, there were a total of 1,041
establishments in this category that
operated for the entire year. See U.S.
Census Bureau, American FactFinder,
2002 Economic Census, Industry Series,
Industry Statistics by Employment Size,
NAICS code 334220 (released May 26,
2005). Of this total, 1,010 had
employment of under 500, and an
additional 13 had employment of 500 to
999. Thus, under this size standard, the
majority of firms can be considered
small.

38. Hospitals, Nursing Care Facilities,
and Other Residential Care Facilities.
The SBA has developed small business
size standards for these three categories
and other, related categories. For the
commercial census category of General
Medical and Surgical Hospitals, the
SBA deems an entity to be small if it has
$31.5 million or less in annual
revenues. See 13 CFR 121.201, NAICS
code 622110. Census Bureau data for
2002 show that there were 3,200 firms
in this category that operated for the
entire year. U.S. Census Bureau, 2002
Economic Census, Subject Series:
Health Care and Social Assistance,
“Establishment and Firm Size (Including
Legal Form of Organization,” Table 4,
NAICS code 622110 (issued Nov. 2005).
Of this total, 1,313 firms had revenues
of under $25 million, and 471 had
revenues of $25 million to $49,999,999.
Thus, in this category, over 41 percent
of the firms can be considered small.
For the category of Nursing Care
Facilities, the SBA deems an entity to be
small if it has $12.5 million or less in
annual revenues. See 13 CFR 121.201,
NAICS code 623110. Census Bureau
data for 2002 show that there were 7,826
firms in this category that operated for
the entire year. U.S. Census Bureau,
2002 Economic Census, Subject Series:
Health Care and Social Assistance,
“Establishment and Firm Size (Including
Legal Form of Organization,” Table 4,
NAICS code 623110 (issued Nov. 2005).
Of this total, 6,594 firms had revenues
of under $10 million, and 871 had
revenues of $10 million to $24,999,999.
Thus, in this category, the majority of
firms can be considered small. For the
category of Other Residential Care
Facilities, the SBA deems an entity to be
small if it has $6.5 million or less in
annual revenues. See 13 CFR 121.201,
NAICS code 623990. Census Bureau
data for 2002 show that there were 3,131
firms in this category that operated for
the entire year. U.S. Census Bureau,
2002 Economic Census, Subject Series:
Health Care and Social Assistance,
“Establishment and Firm Size (Including
Legal Form of Organization,” Table 4,
NAICS code 623990 (issued Nov. 2005).

Of this total, 2,774 firms had revenues
of under $5 million, and 202 had
revenues of $5 million to $9,999,999.
Thus, in this category, the majority of
firms can be considered small.

D. Description of Projected Reporting,
Recordkeeping, and Other Compliance
Requirements

39. There are no projected reporting,
recordkeeping or other compliance
requirements.

E. Steps Taken To Minimize Significant
Economic Impact on Small Entities, and
Significant Alternatives Considered

40. The RFA requires an agency to
describe any significant alternatives that
it has considered in reaching its
proposed approach, which may include
the following four alternatives: (1) The
establishment of differing compliance or
reporting requirements or timetables
that take into account the resources
available to small entities; (2) the
clarification, consolidation, or
simplification of compliance or
reporting requirements under the rule
for small entities; (3) the use of
performance, rather than design
standards; and (4) an exemption from
coverage of the rule, or any part thereof,
for small entities. See 5 U.S.C. 603(c).

41. We believe the changes adopted in
the 2nd R&0O will promote flexibility
and more efficient use of the spectrum,
reduce administrative burdens on both
the Commission and licensees, and
allow licensees to better meet their
communication needs. In this 2nd R&0O,
we will not change rules concerning
multiple licensing because it still
appears to be a viable and is not
obsolete. Additionally, the 2nd R&O
decides that determining the feasibility
of protection to broadcast AM station
antenna patterns in part 90 of our rules
would be best handled in another
ongoing Commission proceeding. The
2nd R&O0 also clarifies the
Commission’s stance on the
discontinuance of station classes FB8T
and MOS8T. The 2nd R&O declines to
reorganize the part 90 rules. The 2nd
R&O also clarifies that WMTS
operations are not permitted on a
secondary basis.

F. Federal Rules That May Duplicate,
Overlap, or Conflict With the Proposed
Rules

42. None.
III. Ordering Clauses

43. Pursuant to §§4(i), 303(r), and 403
of the Communications Act of 1934, 47
U.S.C. 154(i), 303(r), and 403, that this
Second FNPRM is hereby adopted.
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44. Notice is hereby given of the
proposed regulatory changes described
in this Second FNPRM and comment is
sought on these proposals.

45. The Commission’s Consumer and
Governmental Affairs Bureau, Reference
Information Center, SHALL SEND a
copy of this Second FNPRM, including
the Initial Regulatory Flexibility
Analysis, to the Chief Counsel for
Advocacy of the Small Business
Administration.

List of Subjects in 47 CFR Parts 2, 90,
and 95

Communications equipment, Radio,
Reporting and recordkeeping
requirements.

Marlene H. Dortch,

Secretary, Federal Communications
Commission.

Final Rules

m Parts 2, 90 and 95 of Chapter I of Title
47 of the Code of Federal Regulations
are amended as follows:

PART 2—FREQUENCY ALLOCATIONS
AND RADIO TREATY MATTERS:
GENERAL RULES AND REGULATIONS

m 1. The authority citation for part 2
continues to read as follows:

Authority: 47 U.S.C. 154, 302a, 303, and
336, unless otherwise noted.

m 2. Section 2.106 is amended by
revising note US350 to read as follows:

§2.106 Table of Frequency Allocations
* * * * *

US350 In the band 1427-1432 MHz,
Federal use of the land mobile service
and non-Federal use of the fixed and
land mobile services is limited to
telemetry and telecommand operations
as described further:

(a) Medical operations. The use of the
band 1427-1432 MHz for medical

telemetry and telecommand operations
(medical operations) shall be authorized
for both Federal and non-Federal
stations.

(1) Medical operations shall be
authorized in the band 1427-1429.5
MHz in the United States and its insular
areas, except in the following locations:
Austin/Georgetown, Texas; Detroit and
Battle Creek, Michigan; Pittsburgh,
Pennsylvania; Richmond/Norfolk,
Virginia; Spokane, Washington; and
Washington, DC metropolitan area
(collectively, the “carved-out”
locations). See Section 47 CFR
90.259(b)(4) for a detailed description of
these areas.

(2) In the carved-out locations,
medical operations shall be authorized
in the band 1429-1431.5 MHz.

(3) Medical operations may operate on
frequencies in the band 1427-1432 MHz
other than those described in
paragraphs (a)(1) and (2) only if the
operations were registered with a
designated frequency coordinator prior
to April 14, 2010.

(b) Non-medical operations. The use
of the band 1427-1432 MHz for non-
medical telemetry and telecommand
operations (non-medical operations)
shall be limited to non-Federal stations.

(1) Non-medical operations shall be
authorized on a secondary basis to the
Wireless Medical Telemetry Service
(WMTS) in the band 1427-1429.5 MHz
and on a primary basis in the band
1429.5-1432 MHz in the United States
and its insular areas, except in the
carved-out locations.

(2) In the carved-out locations, non-
medical operations shall be authorized
on a secondary basis in the band 1429—
1431.5 MHz and on a primary basis in

the bands 1427-1429 MHz and 1431.5—
1432 MHz.
* * * * *

PART 90—PRIVATE LAND MOBILE
RADIO SERVICES

m 3. The authority citation for part 90
continues to read as follows:

Authority: Sections 4(i), 11, 303(g), 303(r),
and 332(c)(7) of the Communications Act of
1934, as amended, 47 U.S.C. 154(i), 161,
303(g), 303(r), 332(c)(7).

m 4. Section 90.20 is amended by adding
paragraph (e)(7) to read as follows:

§90.20 Public Safety Pool

* * * * *

(e) * x %
(7) Frequencies governed by
§90.35(c)(17).

* * * * *

m 5. Amend § 90.35 as follows:
m a. Remove paragraphs (c)(61)(v) and
(c)(68)(iv).
m b. Add paragraphs (a)(5) and (c)(91).
m c. In the table of paragraph (b)(3) place
the entry for “5850-5925” in numerical
order.
m d. In the table of paragraph (b)(3),
revise the entries for “27.86” and “5850—
59257,
m e. Revise paragraph (c)(67).

The additions and revisions read as
follows:

§90.35 Industrial/Business Pool.

(a) * x %

(5) Public Safety Pool eligibles are
eligible for Industrial/Business Pool
spectrum only to The extent that they
are engaged in activities listed in
paragraphs (a)(1) through (4) of this
section. Industrial/Business Pool
spectrum many not be utilized for the
purposes set forth in § 90.20(a).

(b)* ]
(3)* * %

INDUSTRIAL/BUSINESS POOL FREQUENCY TABLE

Frequency or band

Class of station(s)

Limitations Coordinator

27.86 oo Base or mobile ... 89.

58505925 ..o O 90, 91 Not applicable.

* * * * * (91) Subpart M of this part contains to 2000,” “13,750 to 14,000,” and
* x %

(c)

(67) Medical telemetry operations are
authorized on this frequency on a
secondary basis. Medical telemetry
operations are subject to the provisions
of §90.267(h)(2).

* * * * *

rules for assignment of frequencies in
the 5850-5925 MHz band.

* * * * *

m 6. Section 90.103 is amended by
revising the entries in the table in
paragraph (b) for “1900 to 1950,” “1950

paragraph (c)(1), to read as follows:

§90.103 Radiolocation Service.

* * * * *

(b)* L
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Frequency or band Class of station(s) Limitation(s)

Kilohertz

1900 10 1950 it eeeas o Lo TSRS 6, 25, 26, 27 and 28.

1950 10 2000 ..ooiviiiiiiiiiiiiiiiiieiiie it ———————————— s Lo [0 TSP UUPRRRTRE 6, 25, 27 and 28.
Megahertz

13,750 10 14,000 ..oovviviiiiiiiiieiiieiiieiiieiirev aeeas Lo Lo T USSP UPPTRRRRRUIRE 29.

* % %

(c)
(1) This frequency band is shared
with and stations operating in this
frequency band in this service are on a
secondary basis to stations licensed in
the Maritime Mobile Service.
* * * * *

m 7. Section 90.175 is amended by
revising paragraph (j)(5) and adding
paragraphs (j)(19), (j)(20), and (j)(21) to
read as follows:

§90.175 Frequency coordinator
requirements.
* * * * *

1) ¥ * %

(5) Applications in the Industrial/
Business Pool requesting a frequency
designated for itinerant operations.

* * * * *

(19) Applications filed exclusively to
return channels that had been
authorized for commercial operation
pursuant to § 90.621(e) or (f) to non-
commercial operation (including
removal of the authorization to
interconnect with the public switched
telephone network).

(20) Applications for a reduction in
the currently authorized emission
bandwidth or a deletion of an existing
emission designator.

(21) Applications for a reduction in
antenna height or authorized power.
m 8. Section 90.247 is amended by
removing and reserving paragraphs (b)
and (c) and revising paragraph (f) to
read as follows:

§90.247 Mobile repeater stations.
* * * * *

(f) When automatically retransmitting
messages originated by or destined for
hand-carried units, each mobile station
shall activate the mobile transmitter
only with a continuous access signal,
the absence of which will de-activate
the mobile transmitter. The continuous
access signal is not required when the
mobile unit is equipped with a switch

that activates the automatic mode of the
mobile unit and an automatic time-
delay device that de-activates the
transmitter after any uninterrupted
transmission period in excess of 3
minutes. For the purposes of this rule
section the continuous access signal can
be achieved by use of digital or analog
methods.

m 9. Section 90.259 is amended by
revising paragraph (b)(4)(ii) to read as
follows:

§90.259 Assignment and use of
frequencies in the bands 216-220 MHz and
1427-1432 MHz.

* * * * *

(b)* * %
(4)* * %

(ii) Washington, DC metropolitan
area—Counties of Montgomery, Prince
George’s and Charles in Maryland;
Counties of Arlington, Prince William,
Fauquier, Loudon, and Fairfax, and
Cities of Alexandria, Falls Church,
Fairfax, Manassas and Manassas Park in
Virginia; and District of Columbia;

§90.267 [Amended]

m 10. Section 90.267 is amended by
removing paragraph (e)(3) and
redesignating paragraph (e)(4) as (e)(3).

m 11. Section 90.353 is amended by
revising paragraph (f) to read as follows:

§90.353 LMS operations in the 902-928
MHz band.

* * * * *

(f) Multilateration EA licensees may
be authorized to operate on both the
919.75-921.75 MHz and 921.75-927.75
MHz bands within a given EA (see
§90.209(b)(5)).

* * * * *

m 12. Section 90.357 is amended by
revising paragraph (a) to read as follows:

§90.357 Frequencies for LMS systems in
the 902-928 MHz band.

(a) Multilateration LMS systems will
be authorized on the following LMS
sub-bands:

LMS sub-band Forward link 1

904.000-909.750 927.750-928.000

MHz. MHz.
919.750-921.750 927.500-927.750
MHz.2 MHz.
921.750-927.250 927.250-927.500
MHz. MHz.

1Forward links for LMS systems may also
be contained within the LMS sub-band. How-
ever, the maximum allowable power in these
sub-bands is 30 Watts ERP in accordance
with §90.205(1).

2The frequency band 919.750-921.750
MHz is shared co-equally between
multilateration and non-multilateration LMS
systems.

* * * * *

m 13. Section 90.621 is amended by
revising paragraph (a) to read as follows:

§90.621 Selection and assignment of
frequencies.

(a) Applicants for frequencies in the
Public Safety and Business/Industrial/
Land Transportation Categories must
specify on the application the
frequencies on which the proposed
system will operate pursuant to a
recommendation by the applicable
frequency coordinator. Applicants for
frequencies in the SMR Category must
request specific frequencies by
including in their applications the
frequencies requested.

(1) For trunked systems, the
assignment of frequencies will be made
in accordance with applicable loading
criteria and in accordance with the
following:

(i) Channels will be chosen and
assigned in accordance with §§ 90.615,
90.617, or 90.619.

(i) A mobile station is authorized to
transmit on any frequency assigned to
its associated base station.
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(iii) There are no limitations on the
number of frequencies that may be
trunked. Authorizations for non-SMR
stations may be granted for up to 20
trunked frequency pairs at a time in
accordance with the frequencies listed
in §§90.615, 90.617, and 90.619.

(2) For conventional systems the
assignment of frequencies will be made
in accordance with applicable loading
criteria. Accordingly, depending upon
the number of mobile units to be served,
an applicant may either be required to
share a channel, or, if an applicant
shows a sufficient number of mobile
units to warrant the assignment of one
or more channels for its exclusive use,
it may be licensed to use such channel
or channels on an unshared basis in the
area of operation specified in its
application.

(i) Channels will be chosen and
assigned in accordance with §§ 90.615,
90.617, or 90.619.

(ii) A mobile station is authorized to
transmit on any frequency assigned to
its associated base station.

* * * * *

PART 95—PERSONAL RADIO
SERVICES

m 14. The authority citation for part 95
continues to read as follows:

Authority: Secs. 4, 303, 48 Stat. 1066,
1082, as amended; 47 U.S.C. 154, 303.

m 15. Section 95.1101 is revised to read
as follows:

§95.1101 Scope.

This subpart sets out the regulations
governing the operation of Wireless
Medical Telemetry Devices in the 608—
614 MHz, 1395-1400 MHz, and 1427-
1432 MHz frequency bands. See
§ 95.630 regarding permissible
frequencies.

m 16. Section 95.1103 is amended by
revising paragraph (c) to read as follows:

§95.1103 Definitions.
* * * * *

(c) Wireless medical telemetry. The
measurement and recording of
physiological parameters and other
patient-related information via radiated
bi-or unidirectional electromagnetic
signals in the 608-614, 1395-1400 MHz
and 1427-1432 MHz frequency bands.
m 17. Section 95.1111 is amended by
revising paragraph (a) introductory text
and adding paragraph (c) to read as
follows:

§95.1111 Frequency coordination.

(a) Prior to operation, authorized
health care providers who desire to use
wireless medical telemetry devices must

register all devices with a designated
frequency coordinator. Except as
specified in § 95.1105, operation of
WMTS equipment prior to registration
is not authorized under this part. The
registration must include the following
information:

* * * * *

(c) As of April 14, 2010, no
registrations may be accepted for
frequencies where WMTS does not have
primary status. Previously registered
secondary facilities may continue to
operate as registered.

m 18. Section 95.1115 is amended by
revising paragraphs (a)(2) and (d)(1) as
follows:

§95.1115 General technical requirements.
(a] * * %

(2) In the 1395-1400 MHz and 1427—
1432 MHz bands, the maximum
allowable field strength is 740 mV/m, as
measured at a distance of 3 meters,
using measuring equipment with an
averaging detector and a 1IMHz
measurement bandwidth.

* * * * *

(d)* EE

(1) In the 1395-1400 MHz and 1427—
1432 MHz bands, no specific channels
are specified. Wireless medical
telemetry devices may operate on any
channel within the bands authorized for
wireless medical telemetry use in this
part.

* * * * *

m 19. Section 95.1121 is revised to read
as follows:

§95.1121 Specific requirements for
wireless medical telemetry devices
operating in the 1395-1400 and 1427-1432
MHz bands.

Due to the critical nature of
communications transmitted under this
part, the frequency coordinator in
consultation with the National
Telecommunications and Information
Administration shall determine whether
there are any Federal Government
systems whose operations could affect,
or could be affected by, proposed
wireless medical telemetry operations in
the 1395-1400 MHz and 1427-1432
MHz bands. The locations of
government systems in these bands are
specified in footnotes US351 and US352
of § 2.106 of this chapter.

[FR Doc. 2010-7648 Filed 4-13-10; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF TRANSPORTATION
Office of the Secretary

49 CFR Part 22
[Docket No OST-2008-0236]
RIN 2105-AD50

Short-Term Lending Program (STLP)

AGENCY: Office of the Secretary (OST),
Department of Transportation (DOT).

ACTION: Final rule.

SUMMARY: This final rule governs the
Short Term Lending Program (STLP),
which provides financial assistance in
the form of guarantees of short-term
revolving lines of credit from
Participating Lenders (PLs) to
disadvantaged Business Enterprises
(DBESs) and other certified small and
disadvantaged business (SDBs) in
connection with transportation-related
contracts at the local, state and federal
levels. The program is administered
through cooperative agreements
between DOT’s Office of Small and
Disadvantaged Business Enterprise
(OSDBU) and Participating Lenders and
under the STLP’s governing policies and
procedures.

DATES: This rule is effective May 14,
2010.

FOR FURTHER INFORMATION CONTACT:
Nancy Strine, Financial Assistance
Division Manager, U.S Department of
Transportation, OSDBU, 1200 New
Jersey Ave, SE., Room W56-497,
Washington, DC 20590. Telephone:
(800) 532—1169 or e-mail:
Nancy.Strine@dot.gov.

SUPPLEMENTARY INFORMATION:

Background

On August 21, 2008, the Office of
Small and Disadvantaged Business
Utilization (OSDBU) of the Office of the
Secretary (OST) of the Department of
Transportation (DOT) issued a Notice of
Proposed Rulemaking (NPRM) in Docket
OST-2008-0236 proposing to adopt
regulations governing its Short Term
Lending Program (STLP) and published
the NPRM in the Federal Register. See
“Department of Transportation, Office of
the Secretary, 49 CFR part 22 [Docket
NO: OST-2008-0236], RIN 2105—-AD50,
73 FR 49386 et seq. (August 21, 2008).”
In the NPRM, we announced that we
were considering regulations to replace
the internal policies and guidelines that
had for years been used to manage the
STLP.

As noted in the NPRM, the Secretary
of Transportation has delegated the
authority to carry out the functions in
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section 906 of the Railroad
Revitalization and Regulatory Reform
Act of 1976 (Pub. L. 940-210, as
amended) known as the Minority
Business Resource Center Program,
which includes a guaranteed loan
program, to the Director of DOT’s
OSDBU. 49 U.S.C. 332 authorizes DOT’s
OSDBU to establish, under the Minority
Business Resource Center, programs that
would assist disadvantaged business
enterprises (DBEs) and small
disadvantaged businesses (SDBs) in
acquiring access to working capital and
to debt financing, in order to obtain
transportation-related contracts wholly
or partially funded by DOT. To
implement this authority, OSDBU
developed its Short Term Lending
Program (STLP) which offers DBE’s and
other certified small and disadvantaged
businesses short term working capital
loans at variable interest rates to
perform on these transportation-related
contracts.

Initially developed in 1989 as a direct
loan program, the STLP was converted
in 2001 to a loan guarantee program
under which private sector Participating
Lenders offer loans with a government
guarantee of up to 75 percent for
qualified applicants.

These loans are revolving lines of
credit that provide working capital
funds to assist the borrower in financing
the direct labor and material costs of
completing transportation contracts.
The contracts that are funded are
assigned to the loan as collateral, and
the Participating Lender advances
monies up to 85% of eligible and
approved Accounts Receivable that arise
from the Assigned Contract(s). The
contracts must be transportation-related
and receive at least one dollar of DOT
funding. Repayment comes in the form
of a two-party check to the borrower and
to the PL directly from the contract
proceeds. The total length of time that
an eligible borrower may remain in the
program cannot exceed a total of five
years.

DOT monitors these loans, which
require contract assignments and direct
joint payee check remittances for
principal repayment, through its
relationship with the transportation
agencies and recipients that receive
DOT funds and the Participating
Lenders. In recent years the total funds
available for full principal amount of
loans under the STLP has been limited
to $18,367,000 per fiscal year.

We pointed out in the NPRM that the
STLP has undergone an extensive
program review to improve its business
processes and achieve operational and
financial efficiencies and that, as part of
this effort, we were asking for comments

on proposed regulations to replace the
internal policies and guidelines that
were being used to manage the program.
We received no comments in response
to the NPRM.

We have determined to adopt the rule
as proposed, with one minor exception.
In the NPRM, we proposed to include as
part of the rule copies of the actual
forms to be used by DBEs and
Participating Lenders for various aspects
of the STLP, such as Loan Activation,
Loan Extension, Loan Close-out, and
various certifications required for loan
applications. Because those forms may
be amended and in order to make up-
to-date forms more easily accessible to
DBEs and Participating Lenders, we
have determined that it would be in the
public interest to make those forms
available through the OSDBU Web site
instead of including them with the rule
itself. Accordingly, changes to the final
rule have been made to accomplish this
objective, including providing the
appropriate Web site address for each
form.

Section-by-Section Analysis

The proposed regulations utilize
objective, plain language in an attempt
to make the regulations more
understandable to Participating Lenders,
DBEs and other small and
disadvantaged businesses.

§22.1 Purpose: The purpose of the
DOT OSDBU STLP is to provide
financial assistance, in the form of a
short-term loan from Participating
Lenders that is guaranteed by DOT
OSDBU, to DBE’s and other certified
small businesses for the execution of
DOT funded and supported
transportation-related contracts.

§22.3 Definitions: This section
contains definitions of common banking
and lending terminology included in
STLP documents and the STLP Policy
and Procedure Manual.

§22.11 Eligibility Criteria: Paragraph
(a) defines those requirements needed in
order to qualify for a STLP loan.
Paragraph (b) clarifies what instrument
qualifies as a “transportation-related
contract,” and paragraph (c) explains the
maximum length of time in which a
qualified business may remain as an
STLP borrower, as well as what
circumstances and documentation are
required on an annual basis in order to
remain eligible.

§22.13 Loan Terms and Conditions:
Section 22.13 describes the parameters
of the Short Term Lending Program,
including: maximum loan amount,
interest rates, the term and structure of
the loan, source of funds for loan
repayment, allowable uses of the loan
proceeds, how loan disbursements are

made, as well as any personal
guarantees, collateral or insurance.

§22.15 Delinquency on Federal,
State, or Municipality Debt: This section
provides that the borrower must be
current on all federal, state, and local
taxes to be able to participate in the
program.

§22.17 Compliance with Child
Support Obligations: STLP applicants
must submit a certification that he or
she is not more than 60 days delinquent
in child support payments. The Office
of Management and Budget (OMB)
Circular No. A-129, Revised (Policies
for Federal Credit Programs and Non-
Tax Receivables) prohibits individuals
that are delinquent in child support
obligations from eligibility for Federal
financial assistance.

§22.19 Credit Criteria: Section 22.19
describes the required creditworthiness
of an STLP applicant, and lists those
aspects of creditworthiness that OSDBU
will consider in its evaluation of an
STLP application.

§22.21 Participation Criteria:
Section 22.21 describes the criteria for
banks in order to qualify as STLP
Participating Lenders, including
certifications, documentation, history of
community involvement, loan
experience, and the ability to
implement, monitor and manage this
loan program.

§22.23 Agreement: Section 22.23
describes the Cooperative Agreement
that is executed between DOT and the
Participating Lender that defines the
relationship between the two, as well as
the responsibilities and obligations of
each party with regard to the STLP.

§22.25 Lender Deliverables and
Delivery Schedule: This section
describes the obligation of the
Participating Lenders to adhere to
established deadlines for actions, such
as the submission of periodic reports
and site visits.

§22.27 Eligible Reimbursements to
Participating Lenders: Section 22.27
describes the fees and expenses for
which Participating Lenders are eligible
to be reimbursed.

§22.29 DOT Access to Participating
Lenders’ Files: Section 22.29 describes
the policy that governs DOT access to
Participating Lenders’ records and files.

§22.31 Suspension or Revocation of
Eligibility to Participate: This section
describes the circumstances under
which the STLP eligibility of a
Participating Lender may be suspended
or revoked, and the notification
procedure for such an action.

§22.33 Termination of Participation
in STLP: Section 22.33 explains the
situations under which the cooperative
agreement between DOT OSDBU and
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the Participating Lender may be
terminated, by either party, and the
notification procedure for such action.

§22.41 Application Procedures:
Describes the complete STLP
application process, the supporting
documentation that must accompany
the STLP application, and the
submission process of the application to
the Participating Lender.

§22.43 Approval or Denial: Section
22.43 describes what will occur when
an application is approved or denied,
and the method of notification.

§22.45 Allowable Fees to Borrowers:
This section describes those fees that a
Participating Lender may collect from
the borrower.

§22.51 Loan Closing: Section 22.51
discusses the process that the
Participating Lender must follow to
close and execute an STLP loan to a
recipient.

§22.53 Loan Monitoring and
Servicing Requirements: Section 22.53
describes what is required of the
Participating Lender insofar as the
monitoring and servicing of an STLP
loan.

§22.57 Loan Reporting
Requirements: Section 22.57 clarifies
that the STLP loan is subject to the
Federal Credit Reform Act of 1990, and
describes those reporting requirements
that a Participating Lender must
undertake to keep DOT OSDBU
informed of the borrower’s compliance
with the terms of the STLP loan.

§22.59 Loan Modifications:
Describes the procedure that the
Participating Lender must follow for any
proposed modifications of the terms of
the guarantee agreement between DOT
OSDBU and the Participating Lender.

§22.61 Loan Guarantee Extensions:
Section 22.61 describes the process
under which an extension of the loan
guarantee may be requested and
granted.

§22.63 Loan Close Outs: Section
22.63 describes the process for closing
out an STLP loan in DOT’s records that
has been fully repaid.

§22.65 Subordination: Section 22.65
describes the parameters of a
subordination of the line of credit in
which the debt guarantee of DOT
OSDBU has priority over any other debt
of the borrower.

§22.67 Delinquent Loans and Loan
Defaults: This section describes the
notification procedure that a
Participating Lender must undertake
whenever an STLP loan is delinquent.
This section also indicates the possible
collection or litigation processes that are
available in the event of loan
delinquency or default.

§22.69 Claim Process: Section 22.69
describes the action that the
Participating Lender may take once all
means for the collection of a delinquent
debt have been exhausted.

Regulatory Analyses and Notices

A. Executive Order 12866 (Regulatory
Planning and Review)

This proposed rule is not a
“significant regulatory action” under
section 3(f) of Executive Order 12866,
Regulatory Planning and Review, and
does not require an assessment of
potential costs and benefits under
section 6(a)(3) of the Order, as it does
not have an annual effect on the
economy of $100 million or more, nor
affect the economy adversely; does not
interfere or cause a serious
inconsistency with any action or plan of
another agency; does not materially alter
the impact of entitlements, grants, user
fees or loan programs; and does raise
novel legal or policy issues. The rule is
essentially a streamlining of the
provisions for implementing an existing
program, and it will not create
additional burdens on program
participants.

B. Executive Order 12372
(Intergovernmental Review)

The STLP is not subject to the
provisions of Executive Order 12372,
which requires intergovernmental
consultation with state and local
officials that would provide the non-
Federal funds for, or that would be
directly affected by, proposed Federal
financial assistance or direct Federal
development, as the STLP program
facilitates the participation of small and
disadvantaged businesses in fully or
partially federally funded local and state
transportation projects.

C. Regulatory Flexibility Act

In compliance with the Regulatory
Flexibility Act (5 U.S.C. 601-612), I
certify that this rule will not have a
significant economic impact on a
substantial number of small entities.
The rule will not place burdens on
small entities. Rather, the rule is
intended to provide benefits to small
entities by providing a loan guarantee
for DBEs and SDBs who require
financial assistance to perform on
transportation-related contracts.

D. Executive Order 13132 (Federalism)

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed

this proposed rule under the Order and
have determined that it does not have
implications for federalism, as the loan
program creates relationships and
obligations between a borrower (usually
a sub-contractor), a prime contractor, a
Participating Lender and DOT/OSDBU
only.

E. Paperwork Reduction Act

As required by the Paperwork
Reduction Act of 1995, DOT has
submitted the Information Collection
Requests (ICRs) below to the Office of
Management and Budget (OMB). Before
OMB decides whether to approve these
proposed collections of information and
issue a control number, the public must
be provided 30 days to comment.
Organizations and individuals desiring
to submit comments on the collection of
information should direct them to the
Office of Management and Budget,
Attention: Desk Officer for the Office of
the Secretary of Transportation, Office
of Information and Regulatory Affairs,
Washington, DC 20503, and should also
send a copy of their comments to
Department of Transportation, OSDBU,
1200 New Jersey Ave, SE., Washington,
DC 20590. OMB is required to make a
decision concerning the collection of
information requirements contained in
this rule between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect
if OMB receives it within 30 days of
publication.

We will respond to any OMB or
public comments on the information
collection requirements contained in
this rule. OST OSDBU may not impose
a penalty on persons for violating
information collection requirements
which do not display a current OMB
control number, if required. OST
OSDBU intends to obtain current OMB
control numbers for the new
information collection requirements
resulting from this rulemaking action.
The OMB control number, when
assigned, will be announced by separate
notice in the Federal Register.

The ICRs were previously published
in the Federal Register as part of NPRM
[73 FR 49386] and the Department
invited interested persons to submit
comments on any aspect of these ICRs,
including: (1) Whether the proposed
collection is necessary for the OSDBU’s
performance; (2) the accuracy of the
estimated burdens; (3) ways for OSDBU
to enhance the quality, usefulness, and
clarity of the collected information; and
(4) ways that the burden could be
minimized without reducing the quality
of the collected information.
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For each of these information
collections, the title, a description of the
entity to which it applies, and an
estimate of the annual recordkeeping
and periodic reporting burden are set
forth below.

It is estimated that the total burden
hours for 100 Participating Lenders to
qualify as such, monitor loans, comply
with monthly reporting and retain loan
records to be approximately 8,000 hours
per year. It is estimated that the total
burden hours for 100 borrowers to
complete the STLP application, with
supporting documentation, loan
renewals and the submission of the
same, to be approximately 2,700 hours.

Title: Short Term Lending Program—
Participating Lenders—Qualifying
Criteria.

Background: OSDBU’s Short Term
Lending Program (STLP) offers certified
Disadvantaged Business Enterprises
(DBESs) and other Certified Small
Businesses (8a, women-owned, small
disadvantaged, HubZone, veteran-
owned, and service-disabled veteran-
owned) the opportunity to obtain short-
term working capital at prime interest
rates for transportation-related projects.
The STLP provides up to a 75%
guaranteed revolving line of credit for a
maximum of $750,000 to finance
accounts receivable arising from
transportation-related contracts. The
primary collateral consists of the
proceeds of the transportation-related
contracts. These loans are provided
through banks that serve as STLP
Participating Lenders (PL).

Participating Lender Qualifying Criteria

As a requirement for approval as a
Participating Lender, banks must submit
documentation that demonstrates:

(A) Their philosophy and history of
lending to small and disadvantaged
businesses in their communities. As
part of their submission, the bank must
show these efforts in relationship to its
overall lending portfolio.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 3 hours.

Estimated Total Annual Burden
Hours: 300 hours.

(B) Their experience in administering
monitored lines of credit, such as
construction loans, accounts receivable
financing, and/or contract financing for
at least two years. Such experience
should be held by any Participating
Lender representative managing,
reviewing or authorizing STLP loan
portfolios.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: V2 hour.

Estimated Total Annual Burden
Hours: 50 hours.

(C) At least two (2) years experience
with other federal government lending
programs such as U.S. Small Business
Administration (SBA), Agriculture Rural
Development, Bureau of Indian Affairs
(BIA), Economic Development
Administration (EDA), Department of
Housing and Urban Development
(HUD), Export Import Bank of the
United States and/or state loan
programs.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: V2 hour.

Estimated Total Annual Burden
Hours: 50 hours.

(D) At least a satisfactory or better
Community Reinvestment Act (CRA)
rating.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 25 hours.

(E) The ability to implement, monitor
and manage a two-party payee check
system, in which the Participating
Lender and borrower are joint payees of
any checks paid to the borrower for
performance under the assigned
contract(s).

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 25 hours.

(F) That it is not currently debarred or
suspended from participation in a
government contract or delinquent on a
government debt by submitting a
current form DOT F 2309-1
Certification Regarding Debarment,
Suspension. The certification form is
available at http://www.osdbu.dot.gov/
financial/docs/
Cert_Debarment DOT F_2309-1.pdyf.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 25 hours.

(G) That it is a drug-free workplace by
executing a current form DOT F 2307—
1 Drug-Free Workplace Act Certification
for a Grantee Other Than an Individual.
The certification form is available at
http://www.osdbu.dot.gov/financial/
docs/Cert Drug-Free DOT F 2307-
1.pdf.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 25 hours.

(H) That no Federal funds will be
utilized for lobbying by executing a
current form DOT F 2308-1 Certificate
Regarding Lobbying For Contracts,
Grants, Loans, and Cooperative
Agreements in compliance with Section
1352, Title 21, of the U.S. Code. The
certification form is available at http://
www.osdbu.dot.gov/financial/docs/
Cert_Lobbying DOT F 2308-1.pdyf.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 25 hours.

Participating Lender Record Retention

A Participating Lender must allow the
authorized representatives of OSDBU, as
well as representatives of the Office of
Inspector General (OIG) and General
Accountability Office (GAO), access to
its STLP loan files to review, inspect,
and copy all records and documents
pertaining to OSDBU guaranteed loans.
The PL shall retain all documents, files,
books, and records relevant to the
execution and implementation of the
terms of its Cooperative Agreement with
OSDBU for a period of not less than
three years from the date of termination
of the Cooperative Agreement or
payment in full from the borrower;
except in cases where litigation,
collection action, or audit is
commenced. In these cases, records and
other materials shall be retained until
the litigation, collection action, or audit
is judicially or administratively final.

Respondents: 100.

Frequency: Annually.

Estimated Average Burden per
Response: V2 hour.

Estimated Total Annual Burden
Hours: 50 hours.

Participating Lender Reporting
Requirements

The STLP is subject to the
requirements of the Federal Credit
Reform Act of 1990 (FCRA) that
includes certain budgeting and
accounting requirements for Federal
credit programs. The Participating
Lender must undertake processes to
activate, monitor, service, and close out
STLP loans. To fulfill the requirements
of FCRA, the Participating Lender must
submit regular reports and required
documentation to OSDBU on these
processes.

(A) Loan Activation: The Participating
Lender must submit to OSDBU a form
DOT F 2303-1 Bank Verification Loan
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Activation Form that indicates the date
in which the loan has been activated/
funded. The form is available at
http://www.osdbu.dot.gov/financial/
docs/Loan_Activation DOT F_2303-
1.pdf.

Respondents: 100.

Frequency: Annually, up to five years.

Estimated Average Burden per
Response: V2 hour.

Estimated Total Annual Burden
Hours: 50 hours.

(B) Loan Close-out: The Participating
Lender must submit to OSDBU a form
DOT F 2304-1 Bank Acknowledgement
Loan Close-Out Form upon full
repayment of the STLP loan, or upon
expiration of the loan guarantee. The
form is available at http://
www.osdbu.dot.gov/financial/docs/
Loan_Close-Out DOT F 2304-1.pdf.

Respondents: 100.

Frequency: Annually.

Estimated Average Burden per
Response: /- hour.

Estimated Total Annual Burden
Hours: 50 hours.

(C) Monthly Reporting Requirement:
The Participating Lender must submit
each month to OSDBU form DOT F
2306-1 Pending Loan Status Report and
form DOT F 2305—1 Guaranty Loan
Status Report detailing the previous
month’s activity for their STLP loans.
These forms are available at http://
www.osdbu.dot.gov/financial/docs/
Pending Loan_DOT F 2306-1.xls and
http://www.osdbu.dot.gov/financial/
docs/Guaranty Loan DOT F 2305-1.xls
respectively.

Respondents: 100.

Frequency: Monthly.

Estimated Average Burden per
Response: 1 hour.

Estimated Total Annual Burden
Hours: 1,200 hours.

(D) Call Reports or Thrift Financial
Reports: Participating Lenders shall
provide two copies of their quarterly
Reports of Condition and Income
(Federal Financial Institutions
Examination Council—FFIEC Form
041), or quarterly Thrift Financial
Reports (Office of Thrift Supervision—
OTS Form 1313) within 60 days after
the close of each calendar quarter.

Respondents: 100.

Frequency: Quarterly.

Estimated Average Burden per
Response: 15 minutes.

Estimated Total Annual Burden
Hours: 100 hours.

(E) Credit verification: The
Participating Lender’s internal credit
approval memo, credit analysis, and any
other third-party credit verifications
obtained to the process the loan
application must accompany their
internally-approved loan package
submission to OSDBU.

Respondents: 100.

Frequency: For each loan submitted
(minimum 1, approximate maximum 5).

Estimated Average Burden per
Response: 12 hours.

Estimated Total Annual Burden
Hours: (1,200, 6,000).

(F) Loan Guarantee Extension: The
Participating lender must submit to
OSDBU a form DOT F 2310-1 to request
an extension of the original loan
guarantee for a maximum period of
ninety (90) days. The form is available
at http://www.osdbu.dot.gov/financial/
docs/Loan_Extension DOT F 2310-
1.pdf.

Respondents: 100.

Frequency: Annually.

Estimated Average Burden per
Response: /2 hour.

Estimated Total Annual Burden
Hours: 50 hours.

Loan Application Process—Loan
Renewal

A current STLP participant may
submit a guaranteed loan renewal
application package, comprised of an
updated loan application, with
supporting documentation.

(A) Updated loan application form.
The application may be obtained
directly from OSDBU, from a current
Participating Lender, or online from the
agency’s Web site currently at http://
osdbu.dot.gov/documents/pdf/stlp/
stlpapp.pdf.

Respondents: 100.

Frequency: Annually, up to five years.

Estimated Average Burden per
Response: 8 hours.

Estimated Total Annual Burden
Hours: 800 hours.

(B) Application supporting
documentation. Supporting
documentation may include, but is not
limited to, the following items:

a. Current job performance reference
letter (within the past 12 months);

b. Evidence of current DBE and/or
other eligible certification;

c. Business tax returns for the most
recent fiscal year;

d. Business financial statements for
the most recent fiscal year;

e. If the business’ last fiscal year has
ended longer than 90 days at the time
of application, then applicant must
submit interim business financial
statements to include balance sheet,
P&L and updated aging reports of both
receivables and payables;

f. Current work in progress schedule
or statement;

g. Personal income tax returns;

h. Personal financial statements;

i. Signed and dated copy of
transportation-related contracts to be
used as collateral;

j. Updated cash flow projections;

Respondents: 100.

Frequency: Annually, up to five years.

Estimated Average Burden per
Response: 4 hours.

Estimated Total Annual Burden
Hours: 400 hours.

New Loan Application Process

A potential STLP participant must
submit a guaranteed loan application
package, comprised of a loan
application, with supporting
documentation.

(A) Completed loan application form.
The application may be obtained
directly from OSDBU, from a current
Participating Lender, or online from the
agency’s Web site currently at http://
osdbu.dot.gov/documents/pdf/stlp/
stlpapp.pdf.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 2 hours.

Estimated Total Annual Burden
Hours: 200 hours.

(B) New loan application supporting
documentation may include, but is not
limited to, the following items:

a. Business, trade or job performance
reference letters;

b. DBE or other eligible certification
letters;

c. Signed and dated borrower
certification that all federal, state and
local taxes are current;

d. Business tax returns;

e. Business financial statements;

f. Personal income tax returns;

g. Personal financial statements;

h. Schedule of work in progress;

i. Signed and dated copy of
transportation-related contracts to be
used as collateral;

j- Business debt schedule;

k. Income and cash flow projections;

1. Evidence of bonding and insurance.

Respondents: 100.

Frequency: Once.

Estimated Average Burden per
Response: 12 hours.

Estimated Total Annual Burden
Hours: 1,200 hours.

(C) Loan package submission:
Application packages are submitted
directly to a Participating Lender in the
applicant’s geographic area. The list of
Participating Lenders is available on the
OSDBU Web site: http://osdbu.dot.gov/
Default.aspx?tabid=72. In the event that
there is no Participating Lender in the
applicant’s geographic area, the loan
application package may be sent
directly to OSDBU at 400 Seventh
Street, SW., Room 9414, S—40, Attention
STLP, Washington, DC 20590.

Respondents: 100.

Frequency: Once.
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Estimated Average Burden per
Response: 1 hour.

Estimated Total Annual Burden
Hours: 100 hours.

Authority: The Paperwork Reduction Act
of 1995; 44 U.S.C. Chapter 35, as amended;
and 49 CFR 1.48.

Issued this 25th day of March 2010, at
Washington, DC.

Ray LaHood,
Secretary of Transportation.

List of Subjects in 49 CFR Part 22

Loan programs—Business and
industry, Programs, Small business,
Transportation, Commerce.

m For the reasons set forth in this
preamble, the Department is adding 49
CFR part 22 as follows:

PART 22-SHORT-TERM LENDING
PROGRAM (STLP)

Subpart A-General

22.1 Purpose.
22.3 Definitions.

Subpart B—Policies Applying to STLP
Loans

22.11 Eligibility Criteria.

22.13 Loan terms and Conditions.

22.15 Delinquency on Federal, State, and
Municipal Debt.

22.17 Compliance with Child Support
Obligations.

22.19 Credit Criteria.

Subpart C—Participating Lenders

22.21 Participation Criteria.

22.23 Agreements.

22.25 Lender Deliverables and Delivery
schedule.

22.27 Eligible Reimbursements to
Participating Lenders.

22.29 DOT access to Participating Lender
Files.

22.31 Suspension or Revocation of
Eligibility to Participate.

22.33 Termination of Participation in the
STLP.

Subpart D—Loan Application Process

22.41 Application Procedures.
22.43 Approvals and Denials.
22.45 Allowable Fees to Borrowers.

Subpart E—Loan Administration

22.51 Loan Closings.

22.53 Loan Monitoring & Servicing
Requirements.

22.57 Loan Reporting Requirements.

22.59 Loan Modifications.

22.61 Loan Guarantee Extensions.

22.63 Loan Close Outs.

22.65 Subordination.

22.67

22.69

Authority: 49 U.S.C. 332.

Claims Process.

Delinquent Loans and Loan Defaults.

Subpart A—General

§22.1 Purpose.

The purpose of the DOT OSDBU
STLP is to provide financial assistance
in the form of short-term loans from
Participating Lenders that are
guaranteed by DOT OSDBU, to DBEs
and SDBs for the execution of DOT
funded and supported transportation-
related contracts.

§22.3 Definitions.

As used in this part:

Accounts receivable means monies
that are due to the borrower for work
performed or services rendered under a
contract, subcontract, or purchase order.

Activation date means the date that
the STLP loan is established on the
Participating Lender’s books and
recorded as an open loan. It is also the
date that the borrower can begin to
drawn funds from the line of credit.
Activation date is also the date in which
the DOT OSDBU guarantee becomes
effective.

Assigned contract means the
transportation-related contract(s),
subcontract(s), and/or purchase order(s)
that has been pledged as collateral to a
STLP loan and perfected through an
assignment form executed by all
appropriate parties.

Borrower is the obligor of a DOT
OSDBU guaranteed loan.

Cooperative agreement is the written
agreement between DOT OSDBU and a
Participating Lender that outlines the
terms and conditions under which the
lender may submit eligible loan requests
to DOT OSDBU for consideration of its
loan guarantee. The cooperative
agreement further outlines the
responsibilities and requirements of the
lender in order to participate in the
STLP.

Director means Director, Office of
Small and Disadvantaged Business
Utilization, U.S. Department of
Transportation.

Disadvantaged business enterprise or
DBE means a business that is certified
as such by a recipient of DOT financial
assistance as provided in 49 CFR part 23
or 49 CFR part 26.

Guarantee agreement means DOT
OSDBU’s written agreement with a
Participating Lender that provides the
terms and conditions under which DOT
OSDBU will guarantee a STLP loan. It
is not a contract to make a direct loan
to the borrower.

Loan guarantee means the agreement
of DOT OSDBU to issue a guarantee of
payment of a specified portion of an
approved STLP loan to the Participating
Lender, under DOT OSDBU stated terms

and conditions, in the event that the
borrower defaults on the loan.

Loan purpose means the approved
uses for STLP loan proceeds. That is,
only for short-term working capital
needs related to the direct costs of an
eligible transportation-related contract.

Other eligible certifications mean the
following certifications obtained by a
borrower through the U.S. Small
Business Administration (SBA): Small
Disadvantaged Business (SDB); Section
8(a) Program participant; HUBZONE
Empowerment Contracting Program;
and Service-Disabled Veteran Program
(SDV).

Participating Lender (PL) is a bank or
other lending institution that has agreed
to the terms of a cooperative agreement
and has been formally accepted into the
STLP by DOT OSDBU.

Small and disadvantaged business
(SDB) includes 8(a); small
disadvantaged business; women-owned
business, HubZone, and service-
disabled veteran-owned business.

Socially and economically
disadvantaged individual has the same
meaning as stated in 49 CFR 26.5.

Technical assistance means service
provided by the Participating Lender to
the DBE or SDB that will enable the DBE
or SDB to become more capable of
managing its transportation-related
contracts. Technical assistance can be
provided by collaborating with agencies
that offer small business management
counseling such as the SBA, the U. S.
Department of Commerce’s Minority
Business Development Centers
(MBDCs), the Service Corps of Retired
Executives (SCORE), Procurement
Technical Assistance Centers (PTACs),
and Small Business Development
Centers (SBDCs).

Transportation-related contract
means a contract, subcontract, or
purchase order, at any tier, for the
maintenance, rehabilitation,
restructuring, improvement, or
revitalization of any of the nation’s
modes of transportation that receive
DOT funding.

Work-out means a plan that offers
options to avoid loan default or
collateral foreclosure and/or liquidation
that is intended to resolve delinquent
loans or loans in imminent default,
which may include, but not limited to:
deferring or forgiving principal or
interest, reducing the borrower’s interest
rate, extending the loan maturity and
the government guarantee to the
Participating Lender, or postponing
collection action.
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Subpart B—Policies Applying to STLP
Loans

§22.11 Eligibility Criteria.

(a) Eligible Borrower. To be eligible to
apply for a STLP loan guarantee, a
borrower must meet the following
requirements:

(1) Be a for-profit entity;

(2) Have an eligible transportation-
related contract;

(3) Demonstrate an eligible use for the
desired credit;

(4) Be an established business with
experience in the transportation
industry and trade for which the STLP
loan is sought;

(5) Be certified as a DBE or have
another eligible certification issued by
the SBA; and

(6) Be current on all federal, state, and
local tax liabilities.

(b) Eligible Transportation-Related
Contract. Any fully-executed
transportation-related contract,
subcontract, or purchase order held
directly with DOT or with grantees and
recipients receiving federal funding
from DOT for the maintenance,
rehabilitation, restructuring,
improvement or revitalization of any of
the nation’s modes of transportation
shall be considered an eligible contract.

(c) Eligibility Period. A borrower is
eligible for participation in the STLP for
a period up to a total of five (5) years.
The STLP renewal is not automatic. The
borrower has to demonstrate its
continued eligibility and
creditworthiness for STLP and must
submit a complete application package.

(1) The continued eligibility of any
borrower who would exceed the period
limit in paragraph (c) of this section will
be determined on a case-by-case basis
by the OSDBU Director and is subject to
the following provisions:

(i) The STLP loan guarantee may be
reduced; and

(ii) The STLP loan interest rate may
be increased.

(2) Should any borrower currently in
the STLP become ineligible per
paragraph (a) of this section during the
term of a STLP loan, the failure to
comply with a specific requirement
must be brought to the immediate
attention of all remaining parties.

(3) Borrower ineligibility may result
in a termination of the current
guarantee.

§22.13 Loan Terms and Conditions.

(a) Amount. The maximum face
amount for an individual STLP loan
may not exceed seven hundred and fifty
thousand ($750,000) dollars, unless the
requested increased amount is
authorized by the OSDBU Director.

(b) Interest Rates. All STLP loans
shall have a variable interest rate.

(1) Initial Interest Rate. The base rate
guideline for STLP loans is the prime
rate in effect on the first business day of
the month in which the STLP loan
guarantee is approved by DOT OSDBU.
The prime rate is the rate printed in a
national financial newspaper published
each business day. The Participating
Lender may increase the base rate by the
maximum allowable percentage points
currently allowed by STLP policies and
procedures and as communicated in
subsequent DOT OSDBU notices.

(2) Frequency of Change. The first
change may occur on the first calendar
day of the month following the initial
loan disbursement, using the above base
rate in effect on the first business day of
the month. Subsequent interest rate
changes may occur no more than
monthly.

(c) Loan Structure and Term. A STLP
loan shall be set up as a revolving line
of credit. The line permits the borrower
to request principal advances, pay them
back, and then re-borrow, not to exceed
the face value of the line of credit.
Participating Lenders are required to
provide DOT OSDBU written
notification of the activation date of
each line of credit under the STLP. The
term of the Federal guarantee of the line
of credit commences on the activation
date.

(d) Repayment. Interest payments
must be made monthly. The principal of
the loan is repaid as payment from
approved accounts receivable are
received by the Participating Lender
through a joint payee check system. The
assigned contract supporting the STLP
loan is the primary source of repayment.

(e) Use of Loan Proceeds. STLP loans
must be used to finance short-term
working capital needs, specifically
direct costs generated by the assigned
contract. Proceeds may not be used for
the following purposes:

(1) For long term working capital;

(2) To repay delinquent State or
Federal withholding taxes, local taxes,
sales taxes or similar funds that should
be held in trust or escrow; and/or

(3) To provide funds for the
distribution or payment to the owners,
partners or shareholders of the business;
and/or

(4) To retire short or long-term debt.

(f) Non-compliance by the DBE in
using the STLP loan for purposes not
consistent with these regulations will
result in a non-renewal of the STLP loan
and in forfeiture of the STLP loan
guarantee to the PL on any ineligible
principal advances requested by the
borrower and made by the PL.

(g) Disbursements. STLP funds may
only be released to an eligible borrower
upon the submission and verification of
a valid written accounts receivable
invoice, showing labor and/or materials
amounts due for completed work on the
contract. The Participating Lender must
verify the accuracy of the invoice with
the paying transportation government
agency, if the borrower is a prime
contractor, and/or with the prime
contractor, if the borrower is a
subcontractor. This verification must be
obtained by the Participating Lender
prior to advancing funds. No more than
85% of an approved accounts receivable
invoice shall be advanced to the
borrower by the Participating Lender.

(1) Processing time. Disbursement of
STLP funds to the borrower should be
accomplished within three (3) business
days of an accounts receivable invoice
approval by the paying agency and/or
prime contractor.

(2) Electronic funds transfer. If the
disbursement of STLP funds is being
sent to the borrower through a local
Participating Lender, the disbursement
should be made by electronic funds
transfer with the preferred method of
payment being the Automated Clearing
House (ACH) system.

(3) Wire transfers. Wire transfers can
be used if the ACH system is not
available or if a same day disbursement
is required.

(4) Joint payee check system. A two-
party payee check system is required in
which the Participating Lender and the
borrower will be the co-payees of any
checks paid to the borrower for
performance under the assigned
contract. Alternative payment methods
must have prior written approval by
DOT OSDBU.

(h) Personal Guarantees. Individuals
who own at least a 20% ownership
interest in the borrower shall personally
guarantee the STLP loan. DOT OSDBU,
in its discretion and in consulting with
the Participating Lender, may require
other appropriate guarantees for the
loan as well.

(i) Collateral. All advances under the
STLP loan must be secured, at a
minimum, by the assignment of the
proceeds due under the transportation-
related contract(s) being funded with
loan proceeds (the Assigned Contract).
The Participating Lender must have first
lien position on the Accounts
Receivable generated by the Assigned
Contract. The Participating Lender and/
or DOT OSDBU may request additional
collateral on any loan request or loan
guarantee request in order to mitigate
the credit risk and reduce potential
defaults and loan losses.
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(j) Key Person Life Insurance. The
assignment of existing life insurance
policies of personal guarantors or other
individuals critical to the borrower’s
operations may be required by the
Participating Lender and/or DOT
OSDBU in certain instances; and it is
encouraged for those business
applicants that do not have a
management succession plan clearly in
place or where a personal guarantee
provides nominal financial strength to
the credit.

§22.15 Delinquency on Federal, State, or
Municipality Debt.

(a) The borrower must not be
delinquent on any Federal, State, or
municipality debt, including tax debts.
Further, none of the principals and/or
owners of the borrower can be
delinquent on any Federal, State, or
municipality debt, including personal
tax debt. The borrower must
acknowledge its status in writing as part
of any STLP loan guarantee application.
Participating Lenders and the DOT
OSDBU must verify the borrower’s
status through the use of business and
personal credit reports, as well as other
appropriate Federal and State databases.

(b) If any delinquencies are
determined during the application
process, consideration of the request
must be suspended until the
delinquency is satisfactorily resolved, as
determined and approved by the
Director. If the delinquency cannot be
resolved within a reasonable amount of
time, the loan request must be declined.

§22.17 Compliance with Child Support
Obligations.

Any holder of 50% or more of the
ownership interest in the recipient of a
STLP Loan must certify that he or she
is not more than 60 days delinquent on
any obligation to pay child support
arising under:

(a) An administrative order;

(b) A court order;

(c) A repayment agreement between
the holder and a custodial parent; or

(d) A repayment agreement between
the holder and a State agency providing
child support enforcement services.

§22.19 Credit Criteria.

An applicant for a STLP loan must be
creditworthy and demonstrate an ability
to repay the loan as well as satisfactory
handling of the repayment of past and
current debts. The Participating Lender
and DOT OSDBU shall consider:

(a) Character, reputation, and credit
history of the applicant, its principals
and owners, and all other guarantors;

(b) Experience and depth of key
management in the industry;

(c) Financial strength of the business;

(d) Past earnings, projected earnings
and cash flow, and work in progress;

(e) Ability to repay the loan;

(f) Sufficient equity to operate on a
sound financial basis; and

(g) Capacity to perform under the
transportation-related contract(s).

Subpart C—Participating Lenders

§22.21 Participation Criteria.

A lender who participates in the STLP
must meet the following criteria:

(a) It must operate as a lending
institution certified by the Federal
Deposit Insurance Corporation (FDIC),
Federal Reserve Board, Office of the
Comptroller of the Currency, Office of
Thrift Supervision, Community
Development Corporation (CDC), or
Community Development Financial
Institution (CDFI), for at least five (5)
years;

(b) It must demonstrate a philosophy
and history of lending to small,
disadvantaged and women-owned
businesses in their communities.
Information will be requested by the
Director on the number of short-term
loans made to companies listed in
paragraph (a)(5) of §22.11. The
Participating Lender shall submit
information showing its efforts in
relationship to its overall portfolio;

(c) It must demonstrate experience in
administering monitored lines of credit,
such as construction loans, accounts
receivable financing, and/or contract
financing for at least two years. Such
experience should be held by any
Participating Lender representative
managing, reviewing or authorizing
STLP loan portfolios;

(d) It must have at least two (2) years
experience with other federal
government lending programs such as
U.S. Small Business Administration
(SBA), Agriculture Rural Development,
Bureau of Indian Affairs (BIA),
Economic Development Administration
(EDA), Department of Housing and
Urban Development (HUD), Export
Import Bank of the United States and/
or state loan programs.

(e) It must have at least a satisfactory
or better Community Reinvestment Act
(CRA) rating;

(f) It must designate a Participating
Lender representative to effectively
administer the STLP loan portfolio;

(g) It must have the ability to evaluate,
process, close, disburse, service and
liquidate STLP loans;

(h) It must demonstrate the ability to
implement, monitor and manage a two-
party payee check system, in which the
Participating Lender and borrower are
joint payees of any checks paid to the

borrower for performance under the
assigned contract(s);

(i) It must not currently be debarred
or suspended from participation in a
government contract or delinquent on a
government debt. The Participating
lender must submit a current form DOT
F 2309-1 Certification Regarding
Debarment, Suspension. The
certification form is available at http://
www.osdbu.dot.gov/financial/docs/
Cert Debarment DOT F_2309-1.pdf.

(j) It must be a drug-free workplace.
The Participating Lender must execute
current form DOT F 2307—1 Drug-Free
Workplace Act Certification For A
Grantee Other Than An Individual. The
certification form is available at http://
www.osdbu.dot.gov/financial/docs/
Cert Drug-Free DOT F 2307-1.pdf.;
and

(k) It must certify that no Federal
funds will be utilized for lobbying by
executing a current form DOT F 2308—
1 Certificate Regarding Lobbying For
Contracts, Grants, Loans, and
Cooperative Agreements in compliance
with section 1352, title 21, of the U.S.
Code. The certification form is available
at http://www.osdbu.dot.gov/financial/
docs/Cert_Lobbying DOT F _2308-1.pdf.

§22.23 Agreements.

(a) DOT OSDBU may enter into a
cooperative agreement with a lender
that meets the criteria defined in § 22.21
in order for the lender to become a
Participating Lender in the STLP. Such
an agreement does not obligate DOT
OSDBU to participate in any specific
proposed loan that a lender may submit.
The existence of a cooperative
agreement does not limit the rights of
DOT OSDBU to deny a specific loan or
establish general policies. The current
cooperative agreement is available at
http://www.osdbu.dot.gov/financial/
docs/Coop_Agreement.pdf.

(b) The cooperative agreement is
generally for a minimum period of
twenty-four (24) months. DOT OSDBU
will consider the cooperative agreement
for renewal at the end of the designated
term. If a cooperative agreement has
expired, no further applications for the
STLP shall be submitted to DOT OSDBU
by the Participating Lender until a new
cooperative agreement is executed by
both parties.

(c) Unless instructed otherwise by
DOT OSDBU, after the expiration of the
cooperative agreement, the Participating
Lender will complete the
documentation of any loans which have
been given final DOT OSDBU approval
prior to expiration of the cooperative
agreement.

(d) Following the expiration of the
cooperative agreement, the Participating
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Lender may, subject to the written
concurrence of DOT OSDBU, sell its
STLP loans to another bank or to
another Participating Lender that
assumes the original rights and
responsibilities to fund, service and
collect the loan or loans.

§22.25 Lender Deliverables and Delivery
Schedule.

All Participating Lenders must adhere
to certain required periodic reports,
submissions, and other actions that are
outlined in the cooperative agreement
and the loan guarantee agreements, as
well as to the required due dates to DOT
OSDBU.

§22.27 Eligible Reimbursements to
Participating Lenders.

Participating Lenders will be
reimbursed by DOT OSDBU for
reasonable expenses and costs that are
incurred in the processing,
administration, and monitoring of a
STLP loan. The Participating Lender
will be reimbursed as follows:

(a) Processing/Underwriting Fee. A
fee, as specified in the cooperative
agreement will be reimbursed by DOT
OSDBU, with a minimum fee of not less
than one thousand ($1,000), per
approved STLP loan guarantee,
provided that DOT OSDBU receives
proper notification of the activation date
of the STLP loan.

(b) Additional Administrative Fee: For
total loan amounts of $150,000.00 or
less, the Participating Lender can
request an additional one-half (V2)
percent administrative fee for the
increased loan monitoring and
administrative assistance required to
process the loan. The request must be
supported with the information
specified in the cooperative agreement.

(c) Travel Expenses. For any pre-
approved travel expenses, the
Participating Lender will be reimbursed
for certain costs, provided that
paragraphs (c)(1) and (2) of this section
are met:

(1) A written request for travel, along
with a statement of the purpose of the
travel and proposed cost estimate, is
submitted for DOT OSDBU for its
approval no less than ten (10) business
days prior to travel; and

(2) A travel invoice accompanied by
a written report explaining the findings
of the travel is submitted to DOT
OSDBU no later than thirty (30) days
following the approved travel. Payment
or reimbursement for travel shall be in
accordance with the Joint Travel
Regulations, Federal Travel Regulations
and DOD FAR 31.205.46.

(d) Attorney Fees. Legal fees incurred
by the PL may be eligible for

reimbursement. Prior written approval
from DOT OSDBU is required. Attorney
fees will be reimbursed on a pro-rata
basis in proportion to the percentage of
the government loan guarantee in
relation to the total loan amount.

§22.29 DOT Access to Participating
Lenders Files.

A Participating Lender must allow the
authorized representatives of DOT
OSDBU, as well as representatives of the
Office of Inspector General (OIG) and
General Accountability Office (GAO),
access to its STLP loan files to review,
inspect, and copy all records and
documents pertaining to DOT OSDBU
guaranteed loans. Record retention of all
relevant documents and other materials
is specified in the cooperative
agreement between DOT OSDBU and
the Participating Lender.

§22.31 Suspension or Revocation of
Eligibility to Participate.

(a) DOT OSDBU may suspend or
revoke the eligibility of a Participating
Lender to participate in the STLP by
giving written notice in accordance with
the terms and conditions cited in the
cooperative agreement. Such notice may
be given because of a violation of DOT
OSDBU regulations; a breach of any
agreement with DOT OSDBU; a change
of circumstance resulting in the
Participating Lender’s inability to meet
operational requirements; or a failure to
engage in prudent lending practices. A
suspension or revocation will not
invalidate a loan guarantee previously
approved by DOT OSDBU, providing
that the specific loan was handled in
accordance with its guarantee
agreement, the cooperative agreement
and/or these regulations.

(b) The written notice to suspend or
revoke participation in the STLP will
specify the corrective actions that the
Participating Lender must take, as well
as the time period allowed for cure,
prior to DOT OSDBU considering a
termination of the cooperative
agreement.

§22.33 Termination of Participation in the
STLP.

(a) DOT OSDBU Termination for
Convenience. DOT OSDBU may
terminate a cooperative agreement for
the convenience of the government, and
without cause, upon prior written notice
of thirty (30) days of its intent to
terminate. Upon termination, DOT
OSDBU shall remain liable on the pro-
rata share of the loan guarantee(s)
received by the PL which received the
Director’s final approval, prior to the
effective date of termination.

(b) Participating Lender’s
Termination. The Participating Lender

may terminate a cooperative agreement
with written notice of sixty (60) days to
DOT OSDBU of its intent to terminate.
Upon termination, DOT OSDBU shall
remain liable on the pro-rata share of
the loan guarantee(s) received by the
Participating Lender which received the
Director’s final approval, prior to the
effective date of termination of the
cooperative agreement.

(c) DOT OSDBU Termination for
Cause. DOT OSDBU may terminate a
cooperative agreement, in whole or in
part, at any time before the expiration of
the term of the cooperative agreement or
the expiration of any renewal term of
the cooperative agreement, and without
allowing any cure period as described in
this section, if it determines that the
Participating Lender failed to comply
with any terms and conditions of its
cooperative agreement and such failure
cannot be reasonably addressed. DOT
OSDBU shall promptly notify the
Participating Lender in writing of this
determination and the reasons for the
termination, together with the effective
date of termination.

(d) DOT OSDBU may also terminate
for cause any cooperative agreement
with a Participating Lender that fails to
comply with the corrective actions
requested in a written notice of
suspension of revocation within the
specified cure period, in accordance
with the terms and conditions further
described in the cooperative agreement.

Subpart D—Loan Application Process

§22.41 Application Procedures.

(a) A STLP loan guarantee request
application package shall consist of the
DOT OSDBU Application for Loan
Guarantee and supporting
documentation as outlined below at
paragraph (b) of this section. The
application may be obtained directly
from the office of DOT OSDBU, from a
current Participating Lender, or online
from the agency’s Web site, currently at
http://osdbu.dot.gov/documents/pdf/
stlp/stlpapp.pdf.

b) Supporting documentation may
include, but is not limited to, the
following items: Business, trade or job
performance reference letters; current
DBE or SDB eligibility certification
letters and/or affidavit; signed and dated
borrower certification that all federal,
state and local taxes are current;
business tax returns; business financial
statements; personal income tax returns;
personal financial statements; schedule
of work in progress; signed and dated
copy of transportation-related contracts;
business debt schedule; income and
cash flow projections; and evidence of
bonding and insurance. It also includes,
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from the Participating Lender, the
lender’s internal credit approval memo
and analysis and other third-party credit
verifications obtained.

(c) Application packages are
submitted directly to a Participating
Lender, which will perform its own
credit review. The Participating Lender
must initially approve or decline the
loan based upon its internal analysis of
the request. Loans approved by the
Participating Lender are then forwarded
to DOT OSDBU for its STLP eligibility
review, independent credit review, and
for presentation to the DOT OSDBU
Loan Committee. All loan approvals
shall require the final approval of the
Director, or the Director’s designee, for
the issuance of a Government Loan
Guarantee.

§22.43 Approval or Denial.

If a loan guarantee is approved by
DOT OSDBU, a Guarantee Agreement,
form DOT F 2314—1, will be issued to
the Participating Lender. If a loan
guarantee is declined by the
Participating Lender, the Participating
Lender is responsible for
communicating the reasons for the
decline to the applicant. The
Participating Lender must notify the
applicant, in writing, of the reasons for
the decline; and a copy of this
notification must be sent to DOT
OSDBU. If a loan guarantee is declined
by the DOT OSDBU, DOT OSDBU will
be responsible for communicating the
reasons for the decline to the applicant.
The form is available at http://
www.osdbu.dot.gov/financial/docs/
Loan_Guarantee DOT F 2314-1.pdf.

§22.45 Allowable Fees to Borrowers.

(a) Application Fees. The
Participating Lender may charge the
applicant a non-refundable loan
application fee, as determined from time
to time by DOT OSDBU, for each STLP
loan application processed, whether a
new loan request or a renewal request.

(b) Reasonable Closing Expenses.
Provided the Participating Lender
charges similar fees to its non-STLP
borrowers, the Participating Lender may
collect reasonable closing expenses from
the borrower, provided that full
disclosure of such fees is made to the
borrower prior to the loan closing date.
These expenses include necessary out-
of-pocket expenses to third parties such
as filing and recordation fees, as well as
loan closing document preparation fees.

Subpart E-Loan Administration

§22.51 Loan closings.

(a) The Participating Lender must
promptly close all STLP loans in

accordance with the terms and
conditions approved by DOT OSDBU in
its Guarantee Agreement. The
Participating Lender must report
circumstances concerning any STLP
loans not closed within a reasonable
time period after DOT OSDBU approval.

(b) The Participating Lender uses its
own internal loan closing documents
and must use standard banking
practices and procedures to ensure
proper execution of the debt and
perfection of the collateral. The
Participating Lender must forward
copies of all executed closing
documents and filings to DOT OSDBU
within the time period specified in the
cooperative agreement.

§22.53 Loan Monitoring and Servicing
Requirements.

The Participating Lender must review
STLP principal advance requests,
process loan disbursements, and
payments, and maintain contact with
the borrower during the term of the
loan. The Participating Lender must
monitor the progress of the project being
financed and the borrower’s continued
compliance with the terms and
conditions of the loan. The Participating
Lender must promptly report any
material adverse change in the financial
condition or business operations of the
borrower to DOT OSDBU.

§22.57 Loan Reporting Requirements.
The STLP is subject to the
requirements of the Federal Credit
Reform Act of 1990 (FCRA) that
includes certain budgeting and
accounting requirements for Federal
credit programs. To fulfill the
requirements of FCRA, the Participating
Lender must provide DOT OSDBU
prompt written notification of the
activation date by the time period
specified in the cooperative agreement.
The Participating Lender must submit to
OSDBU a form DOT F 2303-1 Bank
Verification Loan Activation Form that
indicates the date in which the loan has
been activated/funded. The form is
available at http://www.osdbu.dot.gov/
financial/docs/
Loan_Activation DOT F 2303-1.pdf.
The Participating Lender must also
provide DOT OSDBU prompt written
notification of the date the loan is
repaid and closed. The Participating
Lender must submit to OSDBU a form
DOT F 2304-1 Bank Acknowledgement
Loan Close-Out Form upon full
repayment of the STLP loan, or upon
expiration of the loan guarantee. The
form is available at http://
www.osdbu.dot.gov/financial/docs/
Loan_Close-Out DOT F 2304-1.pdf. To
fulfill this requirement, the Participating

Lender must also submit a monthly
report to the DOT OSDBU detailing the
previous month’s activity for their STLP
loans. The Participating Lender must
submit form DOT F 2306-1 Pending
Loan Status Report and form DOT F
2305-1 Guaranty Loan Status Report.
These forms are available at http://
www.osdbu.dot.gov/financial/docs/
Pending Loan_DOT F _2306-1.xls and
http://www.osdbu.dot.gov/financial/
docs/Guaranty Loan DOT F 2305-1.xls
respectively.

§22.59 Loan Modifications.

Any modification to the terms of the
DOT OSDBU guarantee agreement must
have prior written approval of the
Director, and executed in writing as an
Addendum to the original guarantee
agreement.

§22.61 Loan Guarantee Extensions.

An extension of the original loan
guarantee may be requested, in writing,
by the Participating Lender. The
Participating lender must submit to
OSDBU a form DOT F 2310-1 to request
an extension of the original loan
guarantee for a maximum period of
ninety (90) days. The form is available
at http://www.osdbu.dot.gov/financial/
docs/Loan_Extension DOT F 2310-
1.pdf. The request must comply with
the terms and conditions described in
the guarantee agreement and with the
STLP policies and procedures. All
extension requests must be approved by
the Director.

§22.63 Loan Close Outs.

Upon full repayment of the STLP
loan, or upon expiration of the loan
guarantee, the Participating Lender must
submit to OSDBU a form DOT F 2304—

1 Bank Acknowledgement Loan Close-
Out Form. The form is available at
http://www.osdbu.dot.gov/financial/
docs/Loan_Close-Out DOT F 2304-

1.pdf.
§22.65 Subordination.

DOT OSDBU must not be placed in a
subordinate position to any other debt.

§22.67 Delinquent Loans and Loan
Defaults.

(a) The Participating Lender must
bring to the immediate attention of the
Director any delinquent STLP loans.
The Participating Lender and DOT
OSDBU are jointly responsible for
establishing collection procedures and
must exercise due diligence with
respect to collection of delinquent debt.
The Participating Lender is responsible
for initiating actions to recover such
debt. DOT OSDBU must approve any
compromise of a claim, resolution of a
dispute, suspension or termination of
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collection action, or referral for
litigation. A work-out solution will only
be considered if it is expected to
minimize the cost to the federal
government in resolving repayment
delinquencies and/or loan default. They
must only be used when the borrower

is likely to be able to repay the loan
under the terms of the work-out, and if
the cost of establishing the work-out
plan is less than the costs of loan default
and/or foreclosure.

(b) In an appropriate situation, DOT
OSDBU may authorize the Participating
Lender to undertake legal action
deemed necessary to collect delinquent
loans and DOT will reimburse the

Participating Lender on a pro rata basis
in proportion to the loan guarantee
percentage for the associated fees and
costs, with prior authorization from the
Director. Penalties and late fees are not
eligible for reimbursement. Any legal
action undertaken by the Participating
Lender without OSDBU authorization
will not be eligible for a pro rata basis
reimbursement of the associated fees
and costs. Net recoveries applicable to
accrued interest must be applied on a
pro rata basis in proportion to the
formula used during the term of the
loan.

§22.69 Claim Process.

After reasonable efforts have been
exhausted to collect on a delinquent
debt, the Participating Lender may
demand in writing that DOT OSDBU
honor its loan guarantee, provided
however that the maximum liability of
DOT OSDBU shall not at any time
exceed the guaranteed amount. The
borrower must be in default for no less
than thirty (30) days, and the
Participating Lender must have made
written demand for payment from the
borrower, in accordance with the
guarantee agreement.

[FR Doc. 2010-7622 Filed 4-13—10; 8:45 am]
BILLING CODE 4910-9X-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF ENERGY

10 CFR Part 430

[Docket Number: EE-2009-BT-STD-0020;
EE-2009-BT-STD-0022]

RIN 1904-AB89; 1904-AC06

Energy Conservation Program: Test
Procedures and Energy Conservation
Standards for Residential Furnaces
and Boilers

AGENCY: Office of Energy Efficiency and
Renewable Energy, Department of
Energy.

ACTION: Proposed rule; extension of
public comment period.

SUMMARY: This document announces an
extension of the time periods for
submitting comments on the
supplemental notice of proposed
rulemaking (SNOPR) to amend the test
procedures for furnaces and boilers, and
the energy conservation standards
notice of public meeting (NOPM) and
availability of a rulemaking analysis
plan (RAP) for furnaces. Both comment
periods are extended to April 27, 2010.
DATES: The comment period for the
proposed rules published on March 15,
2010 (75 FR 12144) and April 5, 2010
(75 FR 17075) is extended to April 27,
2010.

ADDRESSES: Any comments submitted
must identify the “SNOPR on Test
Procedures for Residential Furnaces and
Boilers” or “NOPM for Energy
Conservation Standards for Residential
Furnaces” and provide the appropriate
docket number EE-2009-BT-STD-0020
(SNOPR) or EE-2009-BT-STD-0022
(NOPM) and/or RIN number 1904—AB89
(SNOPR) or 1904—AC06 (NOPM).
Comments may be submitted using any
of the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e E-mail: RFB-2008-TP-
0020@ee.doe.gov (SNOPR) or Res—
Furnaces-2009-STD-0022@ee.doe.gov
(NOPM). Include docket number EE—
2009-BT-STD-0020 or EE-2009-BT-

STD-0022 and/or RIN 1904—AB89 or
1904-ACO06, as appropriate, in the
subject line of the message. Submit
electronic comments in WordPerfect,
Microsoft Word, PDF, or ASCII file
format and avoid the use of special
characters or any form of encryption.

e Postal Mail: Ms. Brenda Edwards,
U.S. Department of Energy, Building
Technologies Program, Mailstop EE-2],
1000 Independence Avenue, SW.,
Washington, DC 20585-0121.
Telephone: (202) 586—2945. Please
submit one signed original paper copy.

e Hand Delivery/Courier: Ms. Brenda
Edwards, U.S. Department of Energy,
Building Technologies Program, 950
L’Enfant Plaza, SW., 6th Floor,
Washington, DC 20024. Please submit
one signed original paper copy.

Docket: For access to the docket to
read background documents or
comments received, visit the U.S.
Department of Energy, Resource Room
of the Building Technologies Program,
950 L’Enfant Plaza, SW., 6th Floor,
Washington, DC 20024, (202) 586—2945,
between 9 a.m. and 4 p.m. Monday

through Friday, except Federal holidays.

Please call Ms. Brenda Edwards at the
above telephone number for additional
information regarding visiting the
Resource Room.

FOR FURTHER INFORMATION CONTACT: Mr.
Mohammed Khan, U.S. Department of
Energy, Office of Energy Efficiency and
Renewable Energy, Building
Technologies Program, EE-2], 1000
Independence Avenue, SW.,
Washington, DC 20585-0121.
Telephone: (202) 586—7892. E-mail:
Mohammed.Khan@ee.doe.gov.

Mr. Eric Stas, U.S. Department of
Energy, Office of the General Counsel,
GC-71, 1000 Independence Avenue,
SW., Washington, DC 20585-0121.
Telephone: (202) 586—9507. E-mail:
Eric.Stas@hgq.doe.gov.

SUPPLEMENTARY INFORMATION: On March
15, 2010, the U.S. Department of Energy
(DOE) published a Federal Register
notice announcing the availability of its
RAP for energy conservation standards
for residential furnaces, as well as a
public meeting to discuss and receive
comment on the RAP. 75 FR 12144. The
NOPM provides for the submission of
comments by April 14, 2010, and
comments were also accepted at a
public meeting held on March 31, 2010.
On April 5, 2010, DOE published a
SNOPR setting forth an integrated

efficiency descriptor that incorporates
standby mode and off mode energy
consumption into the statutorily
identified efficiency descriptor, Annual
Fuel Utilization Efficiency (AFUE). 75
FR 17075. The SNOPR provides for the
submission of comments by April 20,
2010. At the public meeting to discuss
the RAP, several commenters asked for
an extension of the comment period to
consider these new amendments to the
AFUE metric because DOE had
previously stated in the NOPR that DOE
was not proposing to integrate standby
and off mode electrical energy use into
AFUE, the energy descriptor specified
in EPCA (42 U.S.C. 6291(22)).
Commenters pointed out that the
magnitude of the standby and off mode
electrical consumption was small as
compared to the fossil fuel energy
consumption currently characterized by
the AFUE metric. The commenters
requested additional time to review the
relevant statutory provisions within
EPCA and to consider the impacts that
integration of standby and off mode
electric energy use into the AFUE metric
may have on existing products, testing,
energy efficiencies, and reporting. DOE
has determined that an extension of the
public comment period is appropriate
based on the foregoing reasons and is
hereby extending the comment period.
DOE will consider any comments
received by April 27, 2010, and deems
any comments received between
publications of the SNOPR and notice
announcing availability of the RAP,
respectively, and April 27, 2010 to be
timely submitted.

Issued in Washington, DC, on April 8,
2010.
Cathy Zoi,

Assistant Secretary, Energy Efficiency and
Renewable Energy.

[FR Doc. 2010-8508 Filed 4-13-10; 8:45 am]
BILLING CODE 6450-01-P
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DEPARTMENT OF ENERGY

10 CFR Part 431
[Docket No. EERE-2008—-BT-STD-0015]
RIN 1904-AB86

Energy Conservation Program: Public
Meeting and Availability of the
Preliminary Technical Support
Document for Walk-In Coolers and
Walk-In Freezers; Correction and Date
Change

AGENCY: Office of Energy Efficiency and
Renewable Energy, Department of
Energy.

ACTION: Date changes and corrections.

SUMMARY: The U. S. Department of
Energy (DOE) published a document in
the Federal Register on April 5, 2010,
concerning a public meeting and
availability of the preliminary technical
support document regarding energy
conservation standards for walk-in
coolers and walk-in freezers. This
document corrects the docket number in
that document and corrects the
rulemaking e-mail address. This
document also changes the dates of the
public meeting, the deadline for
requesting to speak at the public
meeting, and the deadline for
submitting written comments on the
preliminary analysis.

FOR FURTHER INFORMATION CONTACT: Mr.
Charles Llenza, U.S. Department of
Energy, Building Technologies Program,
EE-2], 1000 Independence Avenue,
SW., Washington, DC 20585-0121, (202)
586—2192, Charles.Llenza@ee.doe.gov or
Mr. Michael Kido, Esq., U.S.
Department of Energy, Office of General
Counsel, GC-71, 1000 Independence
Avenue, SW., Washington, DC 20585—
0121, (202) 586—8145,

Michael Kido@hgq.doe.gov.

DATES: DOE will hold a public meeting
in Washington, DC on Wednesday, May
19, 2010, beginning at 9 a.m. DOE must
receive requests to speak at the meeting
before 4 p.m., Wednesday, May 5, 2010.
DOE must receive a signed original and
an electronic copy of statements to be
given at the public meeting before 4
p-m., Wednesday, May 12, 2010.
Written comments are welcome,
especially following the public meeting,
and should be submitted by Friday, May
28, 2010.

ADDRESSES: The public meeting will be
held at the U.S. Department of Energy,
Forrestal Building, Room 8E-089, 1000
Independence Avenue, SW.,
Washington, DC 20585—-0121. To attend
the public meeting, please notify Ms.
Brenda Edwards at (202) 586—-2945.

Please note that foreign nationals
participating in the public meeting are
subject to advance security screening
procedures, requiring a 30-day advance
notice. If you are a foreign national and
wish to participate in the public
meeting, please inform DOE as soon as
possible by contacting Ms. Brenda
Edwards at (202) 586—2945 so that the
necessary procedures can be completed.
Interested persons may submit
comments, identified by docket number
EERE-2008-BT-STD—-0015, by any of
the following methods:

o Federal eRulemaking Portal: http://
www.regulations.gov Follow the
instructions for submitting comments.

e E-mail: WICF-2008-STD-
0015@ee.doe.gov; Include EERE-2008—
BT-STD-0015 in the subject line of the
message.

e Postal Mail: Ms. Brenda Edwards,
U.S. Department of Energy, Building
Technologies Program, Mailstop EE-2],
Public Meeting for Walk-in Coolers and
Walk-in Freezers, EERE-2008—-BT-STD—
0015, 1000 Independence Avenue, SW.,
Washington, DC 20585-0121.
Telephone (202) 586—2945. Please
submit one signed paper original.

o Hand Delivery/Courier: Ms. Brenda
Edwards, U.S. Department of Energy,
Building Technologies Program, Sixth
Floor, 950 L’Enfant Plaza, SW.,
Washington, DC 20024. Telephone (202)
586—2945. Please submit one signed
paper original.

Instructions: All submissions received
must include the agency name and
docket number.

Docket: For access to the docket to
read background documents or a copy of
the transcript of the public meeting or
comments received, go to the U.S.
Department of Energy, Sixth Floor, 950
L’Enfant Plaza, SW., Washington, DC
20024, (202) 586—2945, between 9 a.m.
and 4 p.m., Monday through Friday,
except Federal holidays. Please call Ms.
Brenda Edwards at (202) 586—2945 for
additional information regarding
visiting the Resource Room.

SUPPLEMENTARY INFORMATION: DOE
published a notice in the Federal
Register on April 5, 2010, (75 FR 17080)
concerning a public meeting and
availability of the preliminary technical
support document regarding energy
conservation standards for walk-in
coolers and walk-in freezers. This notice
corrects the docket number in that
notice to EERE-2008—-BT-STD-0015
and corrects the rulemaking e-mail
address in that notice to WICF-2008-
STD-0015@ee.doe.gov.

This notice also changes the date of
the public meeting, the date of the
deadline for requesting to speak at the

public meeting, and the date of the
deadline for submitting written
comments on the preliminary analysis.
The public meeting will now be held on
Wednesday, May 19, 2010, beginning at
9 a.m. The close of the comment period
has been changed to Friday, May 28,
2010, in order to accommodate
comments received at the public
meeting and comments that may be
submitted based on issues raised at the
public meeting. Interested parties are
directed to submit their comments to
the rulemaking e-mail address, WICF-
2008-STD-0015@ee.doe.gov, with
instructions to include docket number
EERE-2008-BT-STD-0015.

The purpose of the meeting is to
discuss the preliminary analysis for
standards for walk-in coolers and walk-
in freezers. The Department welcomes
all interested parties, regardless of
whether they participate in the public
meeting, to submit written comments
regarding matters addressed in the
preliminary analysis, as well as any
other related issues, by May 28, 2010.

Issued in Washington, DC, on April 8,
2010.

Cathy Zoi,

Assistant Secretary, Energy Efficiency and
Renewable Energy.

[FR Doc. 2010-8499 Filed 4-13-10; 8:45 am]
BILLING CODE 6450-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service
26 CFR Part 54
DEPARTMENT OF LABOR

Employee Benefits Security
Administration

29 CFR Part 2590

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

45 CFR Parts 146 and 148

Medical Loss Ratios; Request for
Comments Regarding Section 2718 of
the Public Health Service Act

AGENCY: Internal Revenue Service,
Department of the Treasury; Employee
Benefits Security Administration,
Department of Labor; Office of the
Secretary, Department of Health and
Human Services.

ACTION: Request for information.
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SUMMARY: This document is a request for
comments regarding Section 2718 of the
Public Health Service Act (PHS Act),
which was added by Sections 1001 and
10101 of the Patient Protection and
Affordable Care Act (PPACA), Public
Law 111-148, enacted on March 23,
2010. Section 2718 of the PHS Act,
among other provisions, requires health
insurance issuers offering individual or
group coverage to submit annual reports
to the Secretary on the percentages of
premiums that the coverage spends on
reimbursement for clinical services and
activities that improve health care
quality, and to provide rebates to
enrollees if this spending does not meet
minimum standards for a given plan
year. Section 1562 of PPACA also added
section 715 of the Employee Retirement
Income Security Act of 1974 (ERISA)
and section 9815 of the Internal
Revenue Code of 1986 (the Code). These
two sections effectively incorporate by
reference section 2718 and other
amendments to title XXVII of the PHS
Act. The Departments of Health and
Human Services (HHS), Labor, and the
Treasury (collectively, the Departments)
invite public comments in advance of
future rulemaking.

DATES: Submit written or electronic
comments by May 14, 2010.

ADDRESSES: Written or electronic
comments should be submitted to the
Department of HHS as directed below.
Any comment that is submitted to the
Department of HHS will be shared with
the Departments of Labor and Treasury.

All comments will be made available
to the public. Please do not include any
personally identifiable information
(such as name, address, or other contact
information) or confidential business
information that you do not want
publicly disclosed.

All comments are posted on the
Internet exactly as received, and can be
retrieved by most Internet search
engines. No deletions, modifications, or
redactions will be made to the
comments received, as they are public
records. Comments may be submitted
anonymously.

Comments, identified by DHHS—
2010-MLR, may be submitted to the
Department of HHS by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Written comments (one
original and two copies) may be mailed
to: Department of Health and Human
Services, Attention: DHHS-2010-MLR,
Hubert H. Humphrey Building, Room
445-G, 200 Independence Avenue, SW.,
Washington, DC 20201.

e Hand or courier delivery: Written
comments (one original and two copies)
may be delivered (by hand or courier) to
Room 445-G, Department of Health and
Human Services, Attention: DHHS—
2010-MLR, Hubert H. Humphrey
Building, 200 Independence Avenue,
SW., Washington, DC 20201. Because
access to the interior of the HHH
Building is not readily available to
persons without Federal Government
identification, commenters are
encouraged to leave their comments in
the DHHS-2010-MLR drop box located
in the main lobby of the building. A
stamp-in clock is available for persons
wishing to retain proof of filing by
stamping in and retaining an extra copy
of the comments being filed.

Inspection of Public Comments. All
comments received before the close of
the comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all electronic
comments received before the close of
the comment period on the following
public Web site as soon as possible after
they have been received: http://
www.regulations.gov. Follow the search
instructions on that Web site to view
public comments.

Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at Room 445-G,
Department of Health and Human
Services, Hubert H. Humphrey Building,
200 Independence Avenue, SW.,
Washington, DC 20201, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
call 1-800-743-3951.

FOR FURTHER INFORMATION CONTACT:
Sharon Arnold, Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, at (202)
690-5480; Amy Turner or Beth Baum,
Employee Benefits Security
Administration, Department of Labor, at
(202) 693-8335; Russ Weinheimer,
Internal Revenue Service, Department of
the Treasury, at (202) 622—6080.

Customer Service Information:
Individuals interested in obtaining
information about the Patient Protection
and Affordable Care Act may visit the
Department of Health and Human
Services’ Web site (http://
www.healthreform.gov). In addition,
information concerning employment-
based health coverage laws is available
by calling the EBSA Toll-Free Hotline at
1-866—444-EBSA (3272) or visiting the

Department of Labor’s Web site (http://
www.dol.gov/ebsa).
SUPPLEMENTARY INFORMATION:

I. Background

A. General

Section 1001 of the Patient Protection
and Affordable Care Act (PPACA),
Public Law 111-148, enacted on March
23, 2010, amended the Public Health
Service Act (PHS Act) to provide several
individual and group market reforms. In
1996, Congress enacted the Health
Insurance Portability and
Accountability Act of 1996 (HIPAA),
which added title XXVII to the PHS Act,
and parallel provisions to the Employee
Retirement Income Security Act of 1974
(ERISA), and the Internal Revenue Code
of 1986 (the Code). The HIPAA
amendments provided for, among other
things, improved portability and
continuity of coverage with respect to
health insurance coverage in the group
and individual insurance markets, and
group health plan coverage provided in
connection with employment. Title
XXVII of the PHS Act is codified at 42
U.S.C. 300gg, et seq. PPACA expanded
Title XXVII of the PHS Act,
redesignated several sections, and
created new requirements affecting the
individual and group markets. These
amendments were incorporated by
reference into ERISA and the Code by
creating new sections 715 and 9815,
respectively. The Secretaries of HHS,
Labor, and the Treasury have shared
interpretive and enforcement authority
under Title XXVII of the PHS Act, Part
7 of ERISA, and Chapter 100 of the
Code. See section 104 of HIPAA and
Memorandum of Understanding
applicable to Title XXVII of the PHS
Act, Part 7 of ERISA, and Chapter 100
of the Code, published at 64 FR 70164,
December 15, 1999.

B. Public Reporting of the Ratio of
Incurred Claims to Earned Premiums
(Medical Loss Ratio) for Individual and
Group Coverage

PPACA sections 1001 and 10101
added Section 2718 of the PHS Act,
which, among other provisions, requires
health insurance issuers offering
individual or group coverage to submit
annual reports to the Secretary on the
percentages of premiums that the
coverage spends on reimbursement for
clinical services and activities that
improve health care quality, and to
provide rebates to enrollees if this
spending does not meet minimum
standards for a given plan year.

Specifically, Section 2718(a) of the
PHS Act requires health insurance
issuers offering group or individual
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coverage to submit a report to the
Secretary for each plan year, concerning
the ratio of the incurred loss (or
incurred claims) plus the loss
adjustment expense (or change in
contract reserves) to earned premiums
(also known as the medical loss ratio
(MLR)). Section 2718(a) requires that
each report include the percentage of
total premium revenue—after
accounting for collections or receipts for
risk adjustment and risk corridors and
payments of reinsurance—that the
coverage spends:

(1) On reimbursement for clinical
services provided to enrollees;

(2) for activities that improve health
care quality;

and

(3) on all other non-claims costs,
including an explanation of the nature
of these costs, and excluding Federal
and State taxes and licensing or
regulatory fees.

Section 2718(a) also directs the
Secretary to make these reports
available to the public on the Internet
Web site of HHS.

C. Uniform Definitions

Section 2718(c) of the PHS Act directs
the National Association of Insurance
Commissioners (NAIC) to establish
uniform definitions of the activities
being reported to the Secretary under
Section 2718(a), and standardized
methodologies for calculating measures
of these activities no later than
December 31, 2010. Section 2718(c)
specifies that NAIC’s responsibilities
relating to this provision are to include
defining which activities constitute
activities that improve quality (under
Section 2718(a)(2)). Section 2718(c) also
directs that the uniform methodologies
that NAIC develops are to be designed
to take into account the special
circumstances of smaller plans, different
types of plans, and newer plans. Finally,
Section 2718(c) specifies that the
uniform definitions and standardized
methodologies that NAIC develops are
to be subject to the certification of the
Secretary.

D. Payment of Rebates to Enrollees if the
Amount Spent on Clinical Services and
Quality Improvement Does Not Meet
Minimum Standards

Section 2718(b)(1)(A) of the PHS Act
provides that, beginning not later than
January 1, 2011, health insurance
issuers offering group or individual
health insurance coverage must with
respect to each plan year, provide an
annual rebate to each enrollee under
such coverage if the ratio of: (1) The
amount of premium revenue the issuer
spends on reimbursement for clinical

services provided to enrollees and
activities that improve health care
quality to (2) the total amount of
premium revenue for the plan year
(excluding Federal and State taxes and
licensing or regulatory fees and after
accounting for payments or receipts for
risk adjustment, risk corridors, and
reinsurance under sections 1341, 1342,
and 1343 of PPACA) is less than the
following percentages, referred to here
as “the applicable minimum standards”:

(1) 85 percent for coverage offered in
the large group market (or a higher
percentage that a given State may have
determined by regulation); or

(2) 80 percent for coverage offered in
the small group market or in the
individual market (or a higher
percentage that a given State may have
determined by regulation), except that
the Secretary may adjust this percentage
for a State if the Secretary determines
that the application of the 80 percent
minimum standard may destabilize the
individual market in that State).

Section 2718(b)(2) requires that in
determining these minimum
percentages, States shall seek to ensure
adequate participation by health
insurance issuers, competition in the
State’s health insurance market, and
value for consumers so that premiums
are used for clinical services and quality
improvements.

Additionally, Section 2718(d)
provides that the Secretary may adjust
the rates described in Section 2718(b) if
the Secretary determines that it is
appropriate to do so, on account of the
volatility of the individual market due
to the establishment of State Exchanges.
(In this context, the terms “State
Exchange” and “Exchange” refer to the
State health insurance exchanges
established under PPACA).

Section 2718(b)(1)(A) requires that the
annual rebate be paid to each enrollee
on a “pro rata basis”. Section
2718(b)(1)(B)(i) specifies that the total
amount of the annual rebate required
under this provision shall be equal to
the product of:

(1) The amount by which the
applicable minimum standard exceeds
the actual ratio of the issuer’s
expenditures to its premium revenue as
described above; and

(2) The total amount of the premium
revenue described above.

Section 2718(b)(1)(B)(ii) requires that
beginning on January 1, 2014, the
determination of whether the percentage
that the coverage spent on clinical
services and quality improvement
exceeds the applicable minimum
standard (under Section 2718(b)(1)(A))
for the year involved shall be based on
the average of the premiums expended

on these costs and total premium
revenue for each of the previous three
years for the plan.

E. Enforcement

Section 2718(b)(3) of the PHS Act
requires the Secretary to promulgate
regulations for enforcing the provisions
of Section 2718, and specifies that the
Secretary may provide for appropriate
penalties.

F. Taxation of Certain Insurers

Section 9016 of the PPACA amends
Section 833 of the Code to provide that
Section 833 does not apply to any
organization unless the organization’s
percentage of total premium revenue
expended on reimbursement for clinical
services (as reported under Section 2718
of the Public Health Service Act) is not
less than 85 percent. In general, Section
833 provides a special deduction and a
higher unearned premium reserve for
certain Blue Cross or Blue Shield
organizations that were in existence in
1986 and to other organizations that
satisfy enumerated criteria. The
amendment to Section 833 applies to
taxable years beginning after December
31, 2009.

G. Effective Dates

Section 1004(a) of the PPACA
provides that the provisions of Section
2718 of the PHS Act shall become
effective for plan years beginning on or
after the date that is 6 months after the
date of enactment of PPACA. (The date
of enactment of PPACA is March 23,
2010).

II. Solicitation of Comments

The Departments are inviting public
comment to aid in the development of
regulations regarding Section 2718 of
the PHS Act. The Departments are
interested in comments from all
interested parties and are especially
interested in the perspectives of health
insurance issuers and States. To assist
interested parties in responding, this
request for comments describes specific
areas in which the Departments are
particularly interested.

This request for comments identifies
a wide range of issues that are of interest
to the Departments. Commenters should
use the questions below to assist in
providing the Departments with useful
information relating to the development
of regulations regarding Section 2718 of
the PHS Act. However, it is not
necessary for commenters to address
every question below and commenters
may also address additional issues
under Section 2718. Individuals,
groups, and organizations interested in
providing comments may do so at their
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discretion by following the above
mentioned instructions.

Specific Areas in Which the
Departments Are Particularly Interested
Include the Following:

A. Actual MLR Experience and
Minimum MLR Standards

The PPACA sets an 85 percent
minimum standard for the percentage of
premiums that coverage in the large
group market spends on reimbursement
for clinical services and activities that
improve quality, and an 80 percent
minimum standard for the small group
and individual markets—allowing for
higher State-level standards where
appropriate (if they are specified in
regulations). The PPACA allows the
Secretary to adjust this percentage for
the individual market in a given State:
(1) If the Secretary determines that
application of the 80 percent standard
may destabilize the individual market in
that State, and/or (2) on account of the
volatility of the individual market due
to the establishment of State Exchanges.

1. How Do Health Insurance Issuers’
Current Medical Loss Ratios for the
Individual, Small Group, and Large
Group Markets Compare to the
Minimum Standards Required in
PPACA?

a. What factors contribute to annual
fluctuations in issuers’ medical loss
ratios?

b. To what extent do States have
different minimum MLR requirements
based on plan size, plan type, number
of years of operation, or other factors?

2. What Criteria Do States and Other
Entities Consider When Determining if
a Given Minimum MLR Standard
Would Potentially Destabilize the
Individual Market? What Other Criteria
Could Be Considered?

B. Uniform Definitions and Calculation
Methodologies

The statute requires health insurance
issuers offering group or individual
health insurance coverage to annually
submit to the Secretary a report
concerning the ratio of the incurred loss
(or incurred claims) plus the loss
adjustment expense (or change in
contract reserves) to earned premiums—
including the percentage of premiums
spent on reimbursement for clinical
services provided to enrollees, activities
that improve health care quality, and on
all other non-claims costs. PPACA also
directs NAIC to develop uniform
definitions and methodologies for
calculating these statistics (subject to
certification by the Secretary).

1. What Definitions and Methodologies
Do States and Other Entities Currently
Require When Calculating MLR-Related
Statistics?

a. What assumptions and
methodologies do issuers use when
calculating MLR-related statistics? What
are some of the major differences that
exist, as well as pros and cons of these
various methods?

b. What kinds of assumptions and
methodologies do issuers currently use
for allocating administrative overhead
by product, geographic area, etc.? What
are the pros and cons of these various
methods?

c. What kinds of assumptions and
methodologies do issuers currently use
when calculating the loss adjustment
expense (or change in contract
reserves)? What are the pros and cons of
these various methods?

d. To what extent do States and other
entities receive detailed information
about the distribution of non-claims
costs by function (for example, claims
processing and marketing)? To what
extent do they set standards as to which
administrative overhead costs may be
allocated to processing claims, or
providing health improvements?

e. What kinds of criteria do States and
other entities use in determining if a
given company has credible experience
for purposes of calculating MLR-related
statistics?

f. What kinds of special
considerations, definitions, and
methodologies do States and other
entities currently use relating to
calculating MLR-related statistics for
newer plans, smaller plans, different
types of plans or coverage?

2. What Are the Similarities and
Differences Between the Requirements
in Section 2718 Compared to Current
Practices in States?

a. What MLR-related data elements
that are required by PPACA do issuers
currently capture in their financial
accounting systems, and how are they
defined? What elements are likely to
require systems changes in order to be

captured?

b. What MLR-related data elements
that are required by PPACA do States or
other entities currently require issuers
to submit, and how are they defined?
What elements are not currently
submitted?

3. What Definitions Currently Exist for
Identifying and Defining Activities That
Improve Health Care Quality?

a. What criteria do States and other
entities currently use in identifying
activities that improve health care
quality?

b. What, if any, lists of activities that
improve health care quality currently
exist? What are the pros and cons
associated with including various kinds
of activities on these lists (for example
disease management and case
management)?

c. To what extent do current
calculations of medical loss ratios
include the amount spent on improving
health care quality? Is there any data
available relating to how much this
amount is?

4. What Other Terms or Provisions
Require Additional Clarification To
Facilitate Implementation and
Compliance? What Specific
Clarifications Would Be Helpful?

C. Level of Aggregation

Depending on the context, insurance-
related data may be aggregated at the
policy form level, by plan type, by line
of business, by company, by State.

1. What Are the Pros and Cons
Associated With Using Various Possible
Level(s) of Aggregation for Different
Contexts Relating to Implementation of
the Provisions in Section 2718 (That Is,
Submitting Medical Loss Ratio-Related
Statistics to the Secretary, Publicly
Reporting This Information,
Determining if Rebates Are Owed, and
Paying Out Rebates)?

2. What Are the Pros and Cons
Associated With Using Various Possible
Geographic Level(s) of Aggregation (e.g.,
State-Level, National, etc.) for Medical
Loss Ratio-Related Statistics in These
Same Contexts (i.e., Submitting Medical
Loss Ratio-Related Statistics to the
Secretary, Publicly Reporting This
Information, Determining if Rebates Are
Owed, and Paying Out Rebates)?

D. Data Submission and Public
Reporting

PPACA requires health insurance
issuers offering group or individual
health insurance coverage to annually
submit data to the Secretary relating to
several medical loss ratio-related
statistics (including the percentage of
premiums spent on reimbursement for
clinical services provided to enrollees,
activities that improve health care
quality, and on all other non-claims
costs) for posting on the Department’s
Internet Web site.

1. To what extent do States or other
entities currently require annual
submission of actual medical loss ratio-
related statistics for the individual,
small group, and large group markets?
How do these current requirements
compare with the requirements in
PPACA?
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2. How soon after the end of the plan
year do States and other entities
typically require issuers to submit the
required MLR-related statistics? What
are the pros and cons associated with
various timeframes?

3. What kinds of supporting
documentation are necessary for
interpreting these kinds of statistics?
What data elements and format are
typically used for submitting this
information?

4. What methods do issuers use for
purposes of submitting medical loss
ratio-related data to these entities (for
example, electronic filing and paper
filing)?

5. To what extent is MLR-related
information submitted to States or other
entities currently made available to the
public, and how is it made available (for
example, level of aggregation, and
mechanism for public reporting)? What
are the pros and cons associated with
these various methods?

6. Are there any industry standards or
best practices relating to submission,
interpretation, and communication of
MLR-related statistics?

7. What, if any, special considerations
are needed for non-calendar year plans?

E. Rebates

PPACA requires health insurance
issuers whose coverage does not meet
the applicable minimum standard for a
given plan year to provide rebates to
enrollees on a pro rata or proportional
basis. The rebate is to be calculated
based on the product of: (1) The amount
by which the applicable minimum
standard exceeds the percentage that the
coverage spent on clinical services and
quality improvement for a given plan
year; and (2) the total amount of
premium revenue for that plan year
(excluding Federal and State taxes and
licensing or regulatory fees and after
accounting for payments or receipts for
risk adjustment, risk corridors, and
reinsurance under sections 1341, 1342,
and 1343 of PPACA).

1. To what extent do States and other
entities currently require MLR-related
rebates for the individual, small group,
large group, and/or other insurance
markets, and how are these rebates
calculated and distributed?

2. How soon after the end of the plan
year do States and other entities
currently require issuers to determine if
rebates are owed?

3. What are the pros and cons of
various timeframes and methodologies
for calculating rebates?

4. How do States and other entities
currently determine which enrollees
should receive medical loss ratio-related

rebates? 1 What are the pros and cons
associated with these approaches?

5. What method(s) do States and other
entities currently require issuers to use
when notifying enrollees if rebates are
owed, and paying the rebates? What are
the pros and cons associated with these
approaches?

6. Are there any important technical
issues that may affect the processes for
determining if rebates are owed, and
calculating the amount of rebates to be
paid to each enrollee?

F. Federal Income Tax

Under Section 9016 of the PPACA,
the amendment to Section 833 of the
Code applies to taxable years beginning
after December 31, 2009. Under Section
2718(c) of the PHS Act, the NAIC is
directed to establish uniform definitions
for purposes of the reporting required
under Section 2718(a) not later than
December 31, 2010.

What guidance, if any, is needed for
purposes of applying Section 833 of the
Code for the first taxable year beginning
after December 31, 20097

G. Enforcement

PPACA requires the Secretary to
publish regulations for enforcing the
provisions of this section, and specifies
that the Secretary may provide for
appropriate penalties.

1. What methods do States and other
entities currently use in enforcing
medical loss ratio-related requirements
for the individual, small group, large
group, and other insurance markets (for
example, oversight and audit
requirements)? What other methods
could be used?

2. What, if any, penalties do these
entities currently apply relating to
noncompliance with medical loss ratio-
related requirements? What, if any,
related appeals processes are currently
available to issuers?

H. Comments Regarding Economic
Analysis, Paperwork Reduction Act, and
Regulatory Flexibility Act

Executive Order 12866 requires an
assessment of the anticipated costs and
benefits of a significant rulemaking
action and the alternatives considered,
using the guidance provided by the
Office of Management and Budget.
These costs and benefits are not limited
to the Federal government, but pertain
to the affected public as a whole. Under
Executive Order 12866, a determination

1 For example: Current policyholders, current
policyholders who were enrolled in the coverage
during the applicable time period, or all
policyholders who were enrolled in the coverage
during the applicable time period (regardless of
whether they are still active policyholders).

must be made whether implementation
of Section 2718 of the PHS Act will be
economically significant. A rule that has
an annual effect on the economy of $100
million or more is considered
economically significant.

In addition, the Regulatory Flexibility
Act may require the preparation of an
analysis of the economic impact on
small entities of proposed rules and
regulatory alternatives. An analysis
under the Regulatory Flexibility Act
must generally include, among other
things, an estimate of the number of
small entities subject to the regulations
(for this purpose, plans, employers, and
issuers and, in some contexts small
governmental entities), the expense of
the reporting, recordkeeping, and other
compliance requirements (including the
expense of using professional expertise),
and a description of any significant
regulatory alternatives considered that
would accomplish the stated objectives
of the statute and minimize the impact
on small entities.

The Paperwork Reduction Act
requires an estimate of how many
“respondents” will be required to
comply with any “collection of
information” requirements contained in
regulations and how much time and
cost will be incurred as a result. A
collection of information includes
recordkeeping, reporting to
governmental agencies, and third-party
disclosures.

Furthermore, Section 202 of the
Unfunded Mandates Reform Act of 1995
(UMRA) requires that agencies assess
anticipated costs and benefits and take
certain other actions before issuing a
final rule that includes any Federal
mandate that may result in expenditure
in any one year by State, local, or tribal
governments, in the aggregate, or by the
private sector, of $135 million.

The Departments are requesting
comments that may contribute to the
analyses that will be performed under
these requirements, both generally and
with respect to the following specific
areas:

1. What Policies, Procedures, or
Practices of Group Health Plans, Health
Insurance Issuers, and States May Be
Impacted by Section 2718 of the PHS
Act?

a. What direct or indirect costs and
benefits would result?

b. Which stakeholders will be
impacted by such benefits and costs?

c. Are these impacts likely to vary by
insurance market, plan type, or
geographic area?
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2. Are There Unique Costs and Benefits
for Small Entities Subject to Section
2718 of the PHS Act?

a. What special consideration, if any,
is needed for these health insurance
issuers or plans?

b. What costs and benefits have
issuers experienced in implementing
requirements relating to minimum
medical loss ratio standards, reporting
and rebates under State insurance laws
or otherwise?

3. Are There Additional Paperwork
Burdens Related to Section 2718 of the
PHS Act, and, if so, What Estimated
Hours and Costs Are Associated With
Those Additional Burdens?

Signed at Washington, DC this 6th day of
April, 2010.
Clarissa C. Potter,
Deputy Chief Counsel, (Technical), Internal
Revenue Service, U.S. Department of the
Treasury.

Signed at Washington, DC this 7th day of
April, 2010.
Michael F. Mundaca,
Assistant Secretary, (Tax Policy), U.S.
Department of the Treasury.

Signed at Washington, DC this 7th day of
April, 2010.
Phyllis C. Borzi,
Assistant Secretary, Employee Benefits

Security Administration, U.S. Department of
Labor.

Signed at Washington, DC this 8th day of
April, 2010.
Donald B. Moulds,

Acting Assistant Secretary for Planning and
Evaluation, Office of the Secretary,
Department of Health and Human Services.

[FR Doc. 2010-8599 Filed 4-12—10; 10:15 am]
BILLING CODE 4150-03-P

DEPARTMENT OF DEFENSE

Department of the Army

32 CFR Part 655
RIN 0702-AA58
[Docket No. USA-2008—-0001]

Radiation Sources on Army Land

AGENCY: Department of the Army, DoD.

ACTION: Proposed rule; request for
comments.

SUMMARY: The Department of the Army
proposes to revise its regulations
concerning radiation sources on Army
land. The Army requires Non-Army
agencies (including their civilian
contractors) to obtain an Army
Radiation Permit (ARP) from the
garrison commander to use, store or

possess ionizing radiation sources on an
Army Installation. For the purpose of
this proposed rule, “ionizing radiation
source” means any source that, if held
or owned by an Army organization,
would require a specific Nuclear
Regulatory Commission (NRC) license
or Army Radiation Authorization
(ARA). The purpose of the ARP is to
protect the public, civilian employees
and military personnel on an
installation from potential exposure to
radioactive sources. The U.S. Army
Safety Office which is the proponent for
the Army Radiation Safety Program is
revising the regulation to reflect the
Nuclear Regulatory Commission
changes to licensing of Naturally-
Occurring and Accelerator-Produced
Radioactive Material (NARM). Executive
Order 12866 Regulatory Planning and
Review and Executive Order 13422
Further Amendment to Executive Order
12866 on Regulatory Planning and
Review were followed to rewrite this
rule.

DATES: Consideration will be given to all
comments received by June 14, 2010.
ADDRESSES: You may submit comments,
identified by 32 CFR Part 655, Docket
No. USA-2008-0001 and/or RIN 0702—
AA58, by any of the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Mail: Federal Docket Management
System Office, 1160 Defense Pentagon,
Washington, DC 20301-1160.

Instructions: All submissions received
must include the agency name and
docket number or Regulatory
Information Number (RIN) for this
Federal Register document. The general
policy for comments and other
submissions from members of the public
is to make these submissions available
for public viewing on the Internet at
http://www.regulations.gov as they are
received without change, including any
personal identifiers or contact
information.

FOR FURTHER INFORMATION CONTACT: Tim
Mikulski, (703) 601-2408.
SUPPLEMENTARY INFORMATION:

A. Background

On October 1, 2007, the Nuclear
Regulatory Commission (NRC) issued a
final rule which establishes
requirements for the expanded
definition of byproduct material. 72 FR
55864 (Oct. 1, 2007). The final
regulation became effective on
November 30, 2007. The NRC revised
the definition of byproduct material in
10 CFR Parts 20, 30, 50, 72, 150, 170,
and 171 to be consistent with section
651(e) of the Energy Policy Act of 2005.

The same revision to the definition of
byproduct material was made in a
separate rulemaking for 10 CFR Part 110
(April 20, 2006; 71 FR 20336). The
Department of the Army is revising 32
CFR Part 655 to reflect the changes of
the expanded definition of byproduct
material that include Naturally-
Occurring and Accelerator-Produced
Radioactive Material (NARM).
Specifically, the current 32 CFR 655.10
paragraphs (a)(2), (3) and (4) have been
removed, as the sources described in
these sections will now be covered
under 32 CFR 655.10(a)(1), which
incorporates the expanded NRC
definition of byproduct material (see,
e.g., 10 CFR 20.1003).

Additional changes in the rule
include:

—<Clarification that the use, storage, or
possession of ionizing radiation sources
must be in connection with an activity
of the Department of Defense or in
connection with a service to be
performed on the installation for the
benefit of the Department of Defense, in
accordance with 10 U.S.C. 2692(b)(1).

—The use of ionizing radiation to
differentiate between ionizing and
nonionizing radioactive sources.
Nonionizing radiation sources include
lasers and radio frequency sources that
are not covered by an ARP.

—The addition of an exemption of (1)
non-Army entities using Army owned/
licensed radioactive materials and (2)
other Military Departments needing an
ARP to bring radioactive sources on
Army lands. The Radiation Safety
Officer (RSO) must be notified prior to
ionizing radiation sources being brought
onto the installation.

—Clarification on when to file a NRC
Form 241.

—The time the ARP is valid has been
extended from three months to twelve
months to reduce the need for
reapplication.

—Consideration of host nation
regulations was included for Outside
the Continental United States
(OCONUS) military installations.

—The land will be restored to the
condition it was in prior to the effective
date of the ARP.

B. Regulatory Flexibility Act

The Department has certified that the
rule will not have a significant
economic impact on a substantial
number of small entities because the
rule imposes no additional costs.
However, since this is a proposed rule,
the Department of the Army seeks
comments from small entities that may
be impacted by this proposed rule
change.
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C. Unfunded Mandates Reform Act

The Department of the Army has
determined that the Unfunded
Mandates Reform Act does not apply
because the proposed rule does not
include a mandate that may result in
estimated costs to State, local or Tribal
governments in the aggregate, or the
private sector, of $100 million or more.

D. National Environmental Policy Act

The Army has determined that this is
not a major Federal action significantly
affecting the human environment.

E. Paperwork Reduction Act

Section 655.10(d) of this proposed
rule contains information collection
requirements. DoD has submitted the
following proposal to OMB under the
provisions of the Paperwork Reduction
Act (44 U.S.C. Chapter 35). Comments
are invited on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of DoD, including whether the
information will have practical utility;
(b) the accuracy of the estimate of the
burden of the proposed information
collection; (c) ways to enhance the
quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
information collection on respondents,
including the use of automated
collection techniques or other forms of
information technology.

Title: Letter Permit for Non-Army
Agency Radiation Sources on Army
Land.

Type of Request: Reinstatement.

Number of Respondents: 235.

Responses per Respondent: 1.

Annual Responses: 235.

Average Burden per Response: 2
hours.

Annual Burden Hours: 470 hours.

Needs and Uses: Army radiation
permits are required for use, storage, or
possession of radiation sources by non-
Army agencies (including their civilian
contractors) on an Army installation.

The non-Army applicant will apply
by letter, e-mail or facsimile with
supporting documentation to the
garrison commander through the
appropriate tenant commander or
garrison director.

The Army radiation permit
application will specify the effective
date and duration for the Army
radiation permit and describe the
purposes for which the Army radiation
permit is being sought. The application
will include identification of the trained
operating personnel who will be
responsible for implementation of the
activities authorized by the permit and

a summary of their professional
qualifications; the point-of-contact name
and phone number for the application;
the applicant’s radiation safety Standing
Operating Procedures (SOPs); storage
provisions when the radiation source is
not in use; and procedures for notifying
the installation of reportable incidents/
accidents.

Affected Public: Business or other for-
profit entities; not-for-profit institutions;
State, local or Tribal governments.

Frequency: On occasion.

Respondent’s Obligation: Required to
obtain or retain benefits.

Written comments and
recommendations on the proposed
information collection should be sent to
the Office of Management and Budget,
Desk Officer for the Department of
Defense, Room 10235, New Executive
Office Building, Washington, DC 20503,
fax number: (202) 395-5167, with a
copy to the Department of the Army,
Army Safety Office, Chief of Staff
DACS-SF, 2221 S. Clark Street, Room
1113, Arlington, VA 22202 Attn: Mr.
Greg Komp, telephone (703) 601-2405.
Comments can be received from 30 to 60
days after the date of this notice, but
comments to OMB will be most useful
if received by OMB within 30 days after
the date of this notice.

You may also submit comments,
identified by docket number and title,
by the following method:

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

Instructions: All submissions received
must include the agency name, docket
number and title for this Federal
Register document. The general policy
for comments and other submissions
from members of the public is to make
these submissions available for public
viewing on the Internet at http://
www.regulations.gov as they are